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‘Swimming against the tide of established popular beliefs 
about TRIPS being a strong patent protection regime, with 
absolute rights for the patent holder, and limited scope for 
compulsory licences and other public interest safeguards; and 
conscious of the disastrous consequences of acceptance of such 
views, ‘Patents for Future’ seeks to remove such erroneous im- 
pressions by examining them closely and marshalling all the facts, 
law, reason and authoritative references, to support and 
substantiate the correct view. 


In the process, repetitions, and emphasis on certain facts, 
arguments and references, could not be avoided. To enable the 
reader to better appreciate the supporting references and views of 
eminent experts relied upon, these have been presented, to the 
extent conveniently possible, in form of original quotations, 
instead of summarised versions,. These ensure more credibility 
and better acceptability of the points urged. 


A balanced approach requires careful consideration of the opposite 
views and arguments. Reference to Chapters 5 to 8, shows that the 
opposite views - so assertively projected and pressed by the MNCs 
and some of the advanced countries - cannot stand scrutiny. Their 
motivations, as brought out in these Chapters, and the disastrous 
consequences, are brought out in Chapter 9. 


‘Patents for Future’ is being presented with the earnest desire to 
end all such controversies, and to prevent such consequences - 
which have already taken a very heavy toll of lives.. It is hoped that 
‘Patents for Future’ will, in some measure, contribute to the 
shaping of a global patent system, more conducive and responsive 
to the needs of the people, for a better, happier and more 
prosperous future for all — rich, poor and the needy. 


Public Health Rather than 
Commercial Interest 


ae ensure that public health rather than commercial 
interests have primacy in pharmaceutical and _ health 
policies and to review their options under the Agreement 
on Trade Related Aspects of Intellectual Property Rights 
(TRIPS) to safeguard access to essential drugs”. 


An Unanimous’ Resolution of WHO Executive Board 


é6 
Reminps all Governments of the primacy of human 
rights obligations over economic policies and agreements; 


~ REQUESTS all Governments and national, regional and 
international economic policy forums to take international 
human rights obligations and principles fully into account 
in international economic policy formulation;” 

The U.N. Sub-Commission 


on the Promotion and Protection of 
Human Rights Resolution on 17th August 2000 


é6 
edicines cannot be treated as mere commodities, 


access to medicines is a question of life or death,” 


Ellen’t Hoen. (MSF) 
At Special Session at UN General Assembly on 
Social Development on 26th June — July 2000 
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Pnovutiee drugs are _ increasingly unaffordable in 
developing countries, other than for a privileged elite. The 
ban on local copies will quite simply rule out access for the 
majority of the population.” 


Médecins Sans Frontiéres 
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harmaceutical companies have instigated a_ well- 
funded and well-organised campaign to block generics 
from entering the market place . . . And that is not good 
for competition.” 


Henry Menn 
US Generic Pharmaceutical Industry (Quoted by OXFAM) 
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Novartis’s Voltaren (diclofence 50mg), priced at $2 in 
India and $118 in Argentina (ratio 1:59); Glaxo 
Wellcome’s Zantac (ranitidine 150mg), priced at $2 in 
India and $116 in South Africa (ratio 1:58); and Bayer’s 
Ciproxin (ciprofloxacin 500mg), priced at $15 in India and 
$740 in Mozambique (ratio 1:49).” 


Draconian Prices 
(Health Action International report quoted in SCRIP 30 June 2000) 
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Ninety five percent of people with HIV live in poor 
countries, and the vast majority do not have access to 
medicines that could prolong and improve their lives.” 


“Some 13 million children around the world have lost their 
mother or both parents to AIDS. The disease is also 
decimating young adults, the engine of developing country 
economics. In Malawi, for example, nearly a third of the 
country’s school teachers are infected with HIV.” 


Health Action International Report 
quoted in SCRIP — 30 June 2000 
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Fad foreign patentee acts as a dog in the manager 
sends his patented articles to this country (U.K.), but does 
nothing to have the patented articles manufactured here 
(U.K.). He commands the situation and so our industries 
are, under our own law, starved in the interests of the 
foreigners.” 


Sir William Holdsworth, 


Former Member, House of Lords 


“Nothing can be more absurd or more outrageous than 
that a foreign patentee can come here and get a patent and 
use it, not for the purpose of encouraging industries of this 
country, but to prevent our people doing otherwise what 
they would do. To allow our laws to be used to give 
preference to foreign eneterprises is to my mind 
ridiculous. ” 


Sir Robert Reid 
Former Member, House of Lords 


éé 

W. believe that the nations of the world can co-operate 
together in building a world economy which is 
advantageous for all and in this work we shall gladly co- 
operate. But this economy cannot be based on_ the 
individual profit motive, nor can it subsist within the 
framework of imperialist system. It means a new world 
order, both politically and economically, and free nations 
co-operating together for their own as well as the larger 
good.” 


Jawaharlal Nehru 
(October 4, 1940) 
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¥s: we must also remember that those who are 
concerned about the impact of globalization in terms of 
inequality, in environmental degradation do speak for a 
large part of humanity. Those who believe that trade 
should contribute not just to the wealth, but also to the 
fairness of societies; those who share Nehru’s dream of a 
structure for living that fulfills our material needs, and at 
the same time sustains our mind and spirit.” 


President Bill Clinton 
Extracts from his speech made at the joint session 
of Indian Parliament on 22nd March 2000: 


“M 

y idea of a better ordered world is one in which 
medical discoveries would be free of patents and there 
would be no profiteering from life or death.” 


Mrs. Indira Gandhi 
WHO Conference in May 1981 
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i, fact, both globalisation and domestic economic 
reforms can work in the interest of the population at large 
if the ability to participate is widely shared.” 


Amartya Sen 
The Nobel Laureate — Economist 


66 

fo pay the creator or inventor a price for their efforts is 
one thing: but to allow the creator or inventor to hold to 
ransom the economic well-being of the nation and 
especially of the poor is another . . . to deny the world — 
especially the poor segments of humanity the benefits of 
knowledge and technology, unless they pay the bargained 
price does not go well with the constitutional concern of 
India.” 


Shri P.N. Bhagwati 


Former Chief Justice of India 
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I; you don’t share your ideas and ideals, they 
wind up being worthless. Sharing is what makes 
them powerful.” 


Linus Torvalds 
the 31 year genius — creator and inventor of the “Linux System”, 
who gave it away free to the world [Source - “Reader’s Digest” —- March 2001] 


“Where the mind is without fear and the head is held high; 
Where the knowledge 1s free; 
Where the world has not been broken up 
into fragments by narrow domestic walls; 
Where the words come out from the depth of truth; 
Where tireless striving stretches its arms 
towards perfection; 
Where the clear stream of reason 
has not lost tts way into the dreary desert sand 
of dead halt; 
Where the mind 1s lead forward 
by thee into ever-widening thought and action 
Into that heaven of freedom, 
my Father, let my country awake.” 


Rabindranath Tagore 
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their living and healthcare standards and 
to provide better life for their children. 
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Preface 


The recent events in South Africa and Brazil have 
demonstrated to the world, the disastrous consequences 
that distorted reading and application of TRIPS Agreement 
can produce. This is certainly not the future, the present 
generation would like to pass on to the next generation. 


‘Patents for Future’ is intended to expose such distortions 
and their disastrous consequences, and to present, a holistic 
and harmonious view of the TRIPS Agreement, consistent 
with its objectives, principles and provisions, which clearly 
and undisputably shows, that TRIPS allows and provides for 
public interest safeguards, including effective compulsory 
licences and other measures for preventing and controlling 
such happenings. 


The well-researched study provides unquestionable, 
independent and authoritative references and _ interpreta- 
tion of FRIPS provisions, based on established principles of 
international law. Attempt is also made to suggest possible 
options for legislative measures (some of them based on 
patent laws of developed countries) which the developing 
countries could adopt. ‘Patents for Future’ also contains an 
assurance that the condition of ‘TRIPS compliance 
stipulated by the MNCs while withdrawing their Pretoria 
High Court Suit can be satisfied for compulsory licences it 
my issue. 


XXX PATENTS FOR FUTURE 


A brief account of the events in South Africa will help better 
appreciation of the gravity of the problem. 


The deadly diseases - HIV/AIDS — have already afflicted the 
poor, under-nourished, underfed in Sub-Saharan Africa, 
Thailand and other developing countries. These pandemics 
are taking their toll claiming their victims, day by day, year 
after year. The daily death toll, is reported to be an average, 
30,000 — with more than 50% of them being children. 
Millions have died. Millions more are facing sure death. 
Millions of innocent children are born only to die of the 
diseases, passed on to them by helpless, grieving mothers. 
These scourges are now spreading their tentacles far and 
wide, to extend even to advanced countries. Uncontrolled, 
they have the potential to wipe out vast populations — more 
severely in the developing countries. 


Treatment providing some relief and respite, is available. 
But such drugs are monopolised by MNCs holding patents, 
and are priced by them at levels, only a fortunate few can 
reach. There being no competition, they have fixed and 
maintained prices of their patented drugs at US $ 10000 to 
US $ 15000 for drugs required for one year’s course of 
treatment, which no one — except a microscopic minority — 
can afford in the developing countries. 


Assured of continued long-term patent protection, the 
MNGs initially resisted all attempts by national governments 
and even by international NGOs like MSF, OXFAM, HAI 
and others, for price reductions or compulsory licences. 
However, subsequently, under pressure from U.N. Secretary 
General, WHO, UNAIDS, Human Rights Commission, and 
others, they offered to supply limited quantities through the 
governments at about 10% of the original prices — i.e. at US 
$ 1000 to US $ 1500 for similar course of treatment. But 
even this reduced price being too high for vast sections of 


populations in the developing countries, these offers were of 
little help. 
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A reputed manufacturer from India, Cipla, offered to supply 
the same drugs in equivalent quantities to MSF, at about 
one-third of the reduced price offered by the patent holders. 
But the patent holders threatened to take legal actions to 
prevent such supplies. 


The extent of profiteering by MNC patent holders, can be 
seen from the fact that even if the price at which the Indian 
manufacturer Cipla has offered to supply, is taken to be the 
cost of production for the product, the concessional rate 
offered by the MNCs was about 3 times that price, and the 
MNCs’ normal price in other countries, would be about 30 
times such cost price. 


Attempts by governments of South Africa and other affected 
countries, to produce, procure or import these drugs from 
Cipla or other sources, under compulsory licence or public 
interest provisions, have also been opposed and obstructed 
by the MNCs and the governments supporting them, 
claiming that such actions would be violative of TRIPS 
provisions. WI'O/TRIPS Agreements expressly intended to 
remove such barriers, are in fact, blatantly used to support 
and protect such barriers. 


Threats of raising disputes under WIO procedures and of 
actions under U.S. Law —- Special 301, were also given. The 
MNCs also filed a suit in Pretoria High Court. Totally 
disregarding the fact that during the interim period, millions 
would die, and millions of others would be afflicted by these 
diseases, the MNCs also obtained interim orders to prevent 
the South African Government from exercising powers 
under Special Law, to procure these drugs from the other 
sources at affordable prices. 


It was only when Cipla made the public offer to supply 
for non-commercial use, equivalent quantities of the drug at 
US $ 350, that the full impact, and the inhuman and 
exploitative nature of the prices being charged by the MNC 
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patent holders, came to be noticed, and shook the 
conscience of the world. The public outcry that followed, 
coupled with the apprehensions that this would provide 
South African Government, a valid excuse for issuing 
compulsory licences, compelled the MNCs to slash down 
their prices to about US $ 400, and also to withdraw their 
suit pending in Pretoria High Court. 


Even while withdrawing the suit, the MNCs put a rider: viz., 
that whatever action the government takes to produce, 
procure or provide these drugs from sources, not authorised 
by the patent holders — should be TRIPS compliant. ‘Patents 
for Future’ shows how this requirement can also be satisfied 
while granting compulsory licences, or taking other 
measures in public interest. 


In an interview with Adrian Michaels (reported in Business 
Standard of 27 April 2001), Hank Mckinnell, Chief 
Executive of Pfizer, gave expression to the main concern of 
the MNCs about demands for lowering prices: “You can hill 
the golden goose. You'll eat well today, but the cupboard will be bare 
in future.” The MNCs’ greed and anxiety about the golden 
goose has made them blind towards the plight of the 
millions of human beings facing sure death because of the 
prices of patented products being held sky high. 


Since final text of the TRIPS Agreement was adopted in 
December 1993, the general impression and belief have 
been, that it is designed to provide foolproof monopoly 
protection for patent holders for use of the patented 
invention, with power to prevent its use in any form, and for 
any purpose; and that its compulsory licence provisions are 
burdened with such conditionalities as to make them mere 
paper promises. 


Chapters 5 to 8 clearly show that these are misconceptions 
opposed to reason and commonsense, and inconsistent with 
the objectives of WTO and TRIPS regimes of free trade, 
allowing free competition. 
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While my own preliminary studies had convinced me that 
TRIPS text itself provided the answers, in view of the strong 
public opinion generated and established over the years, a 
more convincing basis was required, to have the correct view 
accepted. Sufficient supporting, independent and _ reliable 
material, had to be collected, collated and presented, to 
counteract and replace the prevalent view. In course of the 
research that followed, important and_ undisputable 
supporting material has been collected, and is now being 
presented in this book — ‘Patents for Future’. 


The post-TRIPS patent laws of many countries — the 
objecting countries being some of them — containing possible 
options for public interest safeguards, appear to be the most 
dependable material and source for drafting. Few such 
provisions have been referred in the text, and particularly in 
Chapter 6 and Appendix II. 


Interestingly, the US Statute — 28 USC 1498, and the Crown/ 
government use provisions of UK, Australia, France and 
other countries clearly show that the requirements of Article 
31 of TRIPS, projected as mandatory, and barriers to grant 
of compulsory licences, are being totally disregarded by the 
developed nations, and they have given primacy to their 
national and public interests in their patent and other laws. 
Chapter 13 contains an analysis of Article 31 and such 
references. 


Article 5A of Paris Convention, which directly applies 
to “compulsory licences” and form integral part of TRIPS, 
was being totally ignored, and Article 31 applicable to 
“other uses” was being misread as the TRIPS provision 
governing compulsory licences. The scope and implications 
of Article 5A (2) and (4) in preventing and controlling 
abuses, including the implications of the judgement of 
the European Court of Justice, have been discussed in 
Chapters 14 to 16. 
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Recently on 21“ February 2001, the European Commission, 
in a communication [COM(2001)96 final], addressed to the 
Council, and the European Parliament has provided an 
analysis of compulsory licence provisions and stated that 
“Under Article 5B(5A?) of the Paris Convention, lack of local 
working is expressly allowed as ground for issuing compulsory 
licences. Article 31 nor mentions neither specifically excludes it. On 
this basis, one could argue prima facie that TRIPs allows granting 
of compulsory licences for lack of local working.” 


The MNCs have been strongly objecting to compulsory 
licences or other measures being provided specially for 
drugs and medicines, on the ground that this would conflict 
with non-discrimination clause of Article 27.1. However, 
their own laws contain special provisions allowing extended 
patent term specially for patents for drugs and medicines, 
citing the time required for conducting regulatory trials, and 
obtaining market approval, as “good reason” or “unique 
situation” to justify the differentiation and exception being 
made to Article 27.1 requirements. These issues dealt with 
in Chapter 10 and Chapter 11, provide the legal basis 
for differentiation on the grounds of local working and 
technology of invention. 


The Decisions and the Reports of the WI'O/DSB Panels in 
the two Canada cases, and the India case, considered in 
proper context, offer valuable guidance for understanding 
and implementing the different TRIPS provisions, and 
more particularly for removing some of the popular 
misconceptions about TRIPS provisions. Chapters 2 and 7 
provide a study of these Decisions and records. 


The promotion, costs and risk aspects of R&D are often 
over-emphasised, and have been carried to the extreme, 
ignoring the human values, as recently demonstrated in the 
events mentioned above. The disastrous consequences of 
such rigid approach for the future also have been brought 
out in Chapter 9. 
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The ‘civilised’ world is totally confused by the legal and 
TRIPS issues, and though shocked and stunned by such 
atrocious conduct, has been timidly and helplessly watching, 
while millions have died, and millions more continue to 
suffer in silence. 


This is not merely a passing problem concerning the present 
generation. If unresolved, it has the potential to become a 
perpetual problem, which will continue to trouble the 
generations to come. 


Scarcely can we tell our future generations that we have 
‘invented’ and foisted upon them, a patent system that will 
promote inventions, but its benefits will be denied to the 
generation then present, for 20 years (except for the 
fortunate and privileged few), and will be available for 
people of the next generation. 


No law can be designed, nor any government can tolerate or 
administer any such law, much less in a manner so very cruel 
and inhuman. It is blatant abuse, not only of patent, the 
patent system, or the patent law, but even of the rule of law, 
Universal Declaration of Human Rights, and of human 
values. It also shows the tremendous power and influence 
wielded by MNCs, which continues to grow ever so 
menacingly. 


‘Patents for Future’ is intended to place some of the 
controversial issues on TRIPS, which have been responsible 
for the present problems in proper context, and to suggest 
possible solutions and options, in a manner, which would 
facilitate implementation of TRIPS consistently with the 
declared objectives and principles of TRIPS, and above all, 
for improving the healthcare and living standards of people, 
the world over. 


Mumbai, May, 2001. N.B. ZAVERI 


Chapter 1 


Patents — ‘Quid Pro Quo’ Bargain 


1.1 ‘The patent system as we know today, has evolved over 
the ages. It has made its contribution to the rapid and all- 
round development of science and technology. But the 
tremendous speed and the multiple directions of such 
progress, have made it necessary to review the existing 
patent system, its basic concepts, and its potential to meet 
the new challenges, and keep pace with, and speed up the 
tempo of technological research and development. 


1.2 The basic philosophy underlying the patent system is 
the principle of ‘quid pro quo’. The very objectives and 
foundations of patent systems accepted universally, have 
been — promotion of scientific and technological research 
and development, by providing for the inventor/owner a 
patent, i.e. an exclusive right to exploit the invention for a 
fixed term with statutory protection to support it. 


1.3. Patent is not a natural right. It is a creation of statute. 
It is a statutory recognition and sanction for a ‘quid pro quo’ 
arrangement between the inventor and the society. In 
consideration of the inventor disclosing his invention 
to enrich the technological knowledge, and _ thereby 
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contributing to socio-economic growth and further research 
and development, the State/Society grants to the inventor/ 
owner, exclusive right to exploit the invention, and provides 
statutory protection for it during the term of the patent. 


1.4 Thomas Jefferson, one of the framers of the US 
Constitution, was an eminent supporter of this principle. He 
emphasized that patent was ‘the creation of Society’, and was not 
to be freely given’. ‘High level of patentability’ which ‘furthered 
human knowledge’, and was ‘new and useful’, justified the grant: 


“..He rejected a natural-rights theory in intellectual 
property rights and clearly recognized the social and economic 
rationale of the patent system. The patent monopoly was not 
designed to secure to the inventor his natural right in his 
discoveries. Rather, it was a reward, an inducement, to bring 
forth new knowledge. The grant of an exclusive right to an 
invention was the creation of society — at odds with the 
inherent free nature of disclosed ideas — and was not to be 
freely given. Only inventions and discoveries which furthered 
human knowledge, and were new and useful, justified the 
special inducement of a limited private monopoly. Jefferson 
did not believe in granting patents for small details, obvious 
umprovements, or frivolous devices. His writings evidence his 


insistence upon a high level of patentability.” 
[As quoted by US Supreme Court in its opinion in the case of 
Graham v. John Deere Co. [383 US 1 (1966)] 


Novelty and Inventiveness — the pre-requisites 


1.5 Thus, novelty, high level of patentability, i.e. higher 
degree of inventive merits, and disclosure are the essential 
prerequisites of patentability. Matters of common knowledge 
or small details, obvious improvements or frivolous devices 
cannot be patented. 


1.6 Creation and grant of exclusive rights in form of 
patents, necessarily and directly leads to denial of legal and 
fundamental rights of other citizens, and can only be 
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justified on basis of corresponding benefits being made 
available to them. Therefore, the obligations to disclose the 
invention; and making it available for further research and 
development, and for public and third party uses, are the 
pre-requisites and considerations for the creation and grant 
of patents and essential components of the package deal. 


1.7. The Board of Trade in UK, while proposing the draft 
Bill for Patent law amendments in 1919, had very clearly 
expressed this ‘quid pro quo’ principle, pointing out that ‘the 
consideration justifying the grant’ was ‘not only the disclosure’, but 
also ‘the benefit to trade by the new invention being brought into 
commercial use during that period’: 


‘ronan A monopoly being contrary to the common law night 
can only be justified by some consideration moving to the 
public. The consideration justifying the grant of a monopoly 
for a new invention is not only the disclosure to the public of 
information which they can use when the period of monopoly 
expires but the benefit to trade by the new invention being 
brought into commercial use during that period. The public 
therefore are entitled to have the monopoly so framed and 
guarded that they are not deprived of this consideration.” 


1.8 This principle also forms part of US Constitution, as 
brought out from the recent judgement (1989) of the US 
Supreme Court in the case of Bonito Boats Inc. v. Thunder 
Craft Boats, Inc. While reaffirming the principle; and the 
need to promote innovation, the Court has stressed the 
importance of recognising “that imitation and_ refinement 
through imitation are both necessary to invention itself and the very 
lifeblood of a competitive economy”. The Court observed: 


“Congress may not create patent monopolies of unlimited 
duration, nor may it “authorize the issuance of patents whose 
effects are to remove existent knowledge from the public 
domain, or to restrict free access to materials already 
available.” 
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“From their inception, the federal patent laws have embodied 
a careful balance between the need to promote innovation 
and the recognition that imitation and refinement through 
imitation are both necessary to invention itself and the very 
lifeblood of a competitive economy....” 


“The novelty and  nonobviousness requirements of 
patentability embody a _ Congressional under-standing, 
implicit in the Patent Clause itself, that free exploitation of 
ideas will be the rule, to which the protection of a federal 
patent is the exception. Moreover, the ultimate goal of the 
patent system is to bring new designs and technologies into 
the public domain through disclosure.” 


1.9 In India, the constitutional constraints on monopoly 
rights per se, was explained by the Supreme Court: 


“A monopoly night cannot be conferred on a citizen under the 
Constitution nor can it be justified under the Constitution.” 


“Article 19(6) of the Constitution provides a_ reasonable 
restriction on the fundamental rights of citizens as contained 
in Article 19 (1) (g). If the State obtained a monopoly it 
would be defensible as a reasonable restriction on the rights of 
citizens to carry on any business or trade and to ply buses. On 
the other hand, if the State conferred any monopoly right on 
a citizen tt would be indefensible and impermissible and 
would be an infraction of the inviolable provision of the 


Constitution.” 
[Source — AIR 1971 SC 2068 at Pg. 2069] 


These observations were made in context of monopoly to ply 
buses on particular routes. The creation and grant of 
monopoly in form of patents in favour of private parties, can 
be justified and supported only on ‘quid pro quo’ basis. It 
must necessarily provide for and ensure corresponding 
benefit to the public and citizens, whose fundamental rights 
are to be restricted, to satisfy the constitutional test of 
‘reasonable restriction’. 
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Failure to work 


1.10 Another fundamental principle evolved and accepted 
is local working of the patent. This was emphasized during 
the debate preceding the adoption of the UK Patent Act of 
1907. Sir Robert Reid, Former Member of House of Lords, 
expressed the concern: 


“Nothing can be more absurd or more outrageous than that a 
foreign patentee can come here and get a patent and use tt, 
not for the purpose of encouraging industries of this country, 
but to prevent our people doing otherwise what they would 
do. To allow our laws to be used to give preference to foreign 
enterprises 1s to my mind ridiculous.” 


Apparently, in response to such anxiety, statutory 
recognition and sanction were given to the principle: 


“(T)hat patents for new inventions are granted not only to 
encourage invention but to secure that new inventions shall 
so far as possible be worked on a commercial scale in the 
United Kingdom without undue delay.” 

[Proviso to Section 27(2) of UK Patent Act of 1907] 


‘Failure to work’ the patent in the country was to be treated 
as an ‘abuse’, for which ‘licences of right’, ‘compulsory 
licences’ and revocation were provided as remedies. Similar 
provisions have also been made in Article 5 of Paris 
Convention and in patent laws of many other countries. 


Changed circumstances - TRIPS Agreement 
1.11 In the context of the changed circumstances of: 
— the TRIPS Agreement, 


— the tremendous all-round progress achieved in all 
fields of science and technology; and 


— the rapid advances being made in the highly 
specialised and complex sciences of space research, 
electronics, genetic engineering, biotechnology, 
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medicine and others, and the heavy costs involved 
in research and development; 


questions have been raised as to whether these long 
established basic concepts should continue to govern the 
patent system or whether it should be liberalised in favour of 
inventors/owners. 


Basic concepts valid 


1.12 A study of: 
¢ the TRIPS Agreement; 
* current — post-TRIPS patent laws of most countries; 
* recent judicial pronouncements; 


¢ the final decision and the submissions made before 
the WIO/DSB Panel in the Canada Case (see 
Chapter 2); 


clearly shows that these concepts continue to be respected as 
the fundamental objectives of the patent system the world 
over, even under the changed circumstances, by the official 
panel as well as by the very nations which have been pressing 
for stronger patent protection. 


Not research, but research which benefits society. 


1.13 Unlike pure science and research in technology, the 
patent system does not accept mere promotion of scientific 
and technological research and development as an end in 
itself. It must necessarily go beyond, and also facilitate 
utilization of the knowledge so gained and the inventions 
made. It must be responsive to the needs of the community 
and the people, it seeks to serve. It must ensure availability 
of the benefit of the invention at the earliest, and on 
reasonable and fair terms to the largest number requiring its 
use. It must contribute to the improvement of the quality of 
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life, standards of living, and healthcare of people; not 
excluding millions living below the poverty line. This is the 
spirit underlying the objectives and principles laid down in 
Articles 7 and 8 of the TRIPS Agreement, but it is often 
overlooked, and patent systems end up protecting inventions 
rather than the people, they are required to serve. This is 
also borne out from the reference cited below. 


WTO/DSB Panel reiterates the package deal in context 
of TRIPS 


1.14 The official acceptance of this principle in the context 
of the TRIPS Agreement, is brought out in the Decision 
dated 17.03.2000 of, and the submissions made before, the 
WTO/DSB Panel (‘the Panel’), in the “Canada — Patent 
Protection of Pharmaceutical Products” (‘the Canada Case’) — 
Case No. WI/DS114/R. This case arose out of a dispute 
raised by European Union about Canada’s “Bolar” type 
patent law provisions. Australia has very concisely expressed 
the package deal in the context of the TRIPS Agreement 
and pharma products, thus: 


“Patent owners were not the only parties with an interest in 
the grant of patent protection for pharmaceutical products. 
The grant of patent protection was more complex than the 
simple unilateral grant of rights to a patent owner: it was a 
contract between the State and individual innovators in 
which the consideration for the grant of patent protection was 
the disclosure of the innovative knowledge and the public 
interest in promoting investment im the research and 
development of new pharmaceutical products. Parties with an 
interest therefore «included private consumers of 
pharmaceutical products; governments which had 
responsibility for the protection of public health; and the 
generic producers of pharmaceutical products who wished to 
enter the market after the patent had expired.” 


Implications of this Decision and the submissions made in the 
case have been briefly considered in Chapters 2 & 7 (infra). 
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Principle of local production — Part of the ‘quid pro quo’ 
scheme - reaffirmed 

1.15 The principle (#1.10 supra) that a patent should be 
worked in the country granting the patent by actual 
production of the patented product, continues to be 
accepted as an essential part of the current patent regimes 
also. In its recent (1992) judgement, the EC Court has 
accepted that Article 5A (2) and (4) of Paris Convention does 
not accept production of patented product abroad and 
importation into the country granting the patent, as working 
of the patent for the purposes of compulsory licence 
provisions. (Ref. Chapter 16 infra). 


Article 5A adopted as part of TRIPS 


1.16 It is mdeed significant that Article 5A of Paris 
Convention was adopted as integral part of TRIPS 
Agreement in 1993, i.e. soon after this interpretation of 
Article 5A(2) and (4) was judicially confirmed in 1992 in 
that case. The significance of Article 5A of Paris 
Convention, (referred in subsequent parts of this book 
simply as Article 5A), and its inclusion as part of TRIPS are 
considered in detail in the subsequent Chapters. 


US law on use and availability in US 


1.17 The policy and objectives of the US Congress, as 
expressed in the US Patent law title - 35 USC 200 are also 
founded on the principle of local working. One of the 
objectives is: 


‘to promote the commercialisation and public availability of 
inventions made in the United States by United States 
industry and labor; to ensure that the Government obtains 
sufficient rights in federally supported inventions to meet the 
needs of the Government and protect the public against 
nonuse or unreasonable use of inventions; and to minimize 
the costs of administering policies in this area.” 


[Note: This provision is applicable to patents under “funding 
agreements ”] 
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UK Patent Law retains the principle of local working 


1.18 Significantly, the UK Patent Act of 1977, even after the 
TRIPS Agreement became applicable to UK on Ist January 
1996, continued to retain Sec. 50(1)(a) providing for local 
working as one of the general purposes to be considered by 
the Comptroller for grant of patent. Section 50(1)(a) reads: 


“(a) that inventions which can be worked on a commercial 
scale in the United Kingdom and which should in the public 
interest be so worked shall be worked there without undue 
delay and to the fullest extent that is reasonably practicable;” 


Only recently in July 1999, Sec. 50(1) has been amended 
to exclude from its purview, ‘WTO proprietors’ patents. 
Nevertheless, the rationale of local working continues to be 
accepted as one of the general purposes of patent grant by 
continuing the provision for non-WTO proprietors. 


Patentee’s obligation - satisfying local demand on 
reasonable terms 


1.19 The obligations of a patent holder, included per- 
mitting use of the invention ‘on reasonable terms’ — to meet 
the demands for the patented product in the country on 
reasonable terms; to give licence on reasonable terms to 
enable exploitation of other patented invention; and to 
facilitate establishment or development of commerical or 
industrial activities in the country. Significantly, this has 
been reconfirmed by the said Regulation as an obligation 
even for ‘WTO proprietors’ under the UK Patent Act 1977 
by introducing Section 48A(1). 


National/Third Party Interests 


1.20 The most interesting and reassuring facts brought out 
from the study and analysis of relevant provisions of TRIPS, 
Paris Convention and patent laws of some of the countries as 
currently in force, are that: 


(i) different countries, having regard to their own 
economic and _ technological development and 


(22) 
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national priorities; have devised different statutory 
norms and methods, including State/Crown use, 
compulsory licences including compulsory licences 
of right, third party uses, remedies for 
infringement etc. To prevent and control abuses 
and anti-competitive practices by patentees; and to 
promote and protect their public interests, and 
technological development and economic growth; 
objectives in granting patents. TRIPS Agreement is 
treated as flexible to allow for such variations; 


the right to exclude others to be allowed to patent 
holders — (Article 28 of TRIPS) is not an absolute 
right. Though expressed as an exclusive right, or a 
right to exclude or prevent others from using the 
patented invention during the term of the patent, 
it is actually designed to provide a means to enable 
the patent holder to claim, recover and enforce 
payment of reasonable remuneration. While 
consideration for the inventor/owner is such 
remuneration — to realise which, exclusive rights 
(e.g. Article 28 of TRIPS) are granted — the 
consideration for the society are the rights — now 
recognised and reaffirmed in the objectives and 
principles set out in Articles 7 & 8 of the TRIPS 
Agreement — to realise which, rights and remedies 
by way of (a) compulsory licences (as in Articles 
5A(2) & (4) of Paris Convention); or (b) to ‘use’ or 
‘other uses’ by the government, and third parties 
to provide for their ‘legitimate interests’ (as in 
Articles 30 & 31 of TRIPS); or (c) government/ 
crown uses in national/public interests (collectively 
referred in this book as society's remedies) are 
provided. 


1.21 Concepts of mutuality and ‘give and take’ require the 
rights and remedies of the society to be treated as 
consideration for the patent grant and objectives of the 
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patent system. They cannot be regarded as subordinate to 
the rights and remedies allowed to patent owners. In fact, 
Articles 31(h) & 44(2) of TRIPS; US Statutes - 28 USC 1498 
and 35 USC 284 and others; UK Patent Act 1977 — Section 
50(1)(b) and Sections 48 to 59, and similar provisions in 
patent laws of different countries, are confirmation and 
assertion of society’s rights and remedies. Such provisions 
also confirm the fact that the different rights and remedies 
allowed to patent holders under different systems are only 
the means intended to provide reasonable remuneration. 


1.22 These conclusions are borne out from the study of the 
relevant provisions of the TRIPS Agreement, Paris 
Convention and Post-TRIPS patent laws of different 
countries, attempted in the subsequent Chapters. 


Chapter 2 


National and Public Interests under TRIPS 


National and Public Interests 


2.1 In the last chapter, we have noted that the 
fundamental concept of ‘give and take’ (‘quid pro quo’) has 
been, and continues to be, the basis of the patent system and 
patent laws of all countries, as well as of the TRIPS 
Agreement and the Paris Convention. 


Preamble —- the key 
Mutuality and balancing of rights and obligations 


2.2 It is interesting to note that the rights or privileges 
allowed to right holder under TRIPS, are balanced by 
corresponding obligations and responsibilities. This basic 
policy and approach of TRIPS is spelt out in the very first 
para of the Preamble — which takes “into account the need to 
promote effective and adequate protection of intellectual 
property rights” and simultaneously seeks “to ensure that 
measures and procedures to enforce intellectual property 
rights do not themselves become barriers of legitimate 
trade”. 


2.3. The Preamble, while recognising that such nights “are 
private rights”, also sets out “the underlying public policy 
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objectives of national systems for the protection of 
intellectual property, including developmental and 
technological objectives”. 


2.4 ‘Thus, while TRIPS seeks to enlarge rights and 
remedies for patent holders, it also makes provisions for 
interests of public and ‘third parties’. TRIPS accepts, 
preserves and protects the time-tested and _ universally 
accepted concepts of ‘quid pro quo’ and mutuality. TRIPS 
provisions are to be understood and applied in this context. 


TRIPS Agreement objectives and principles 


2.5 In Articles 7 and 8, TRIPS has defined and declared 
its objectives and principles. The positive objectives are set out 
in Articles 7 and 8(1), thus: 


Article 7: 


“The protection and enforcement of intellectual property 
rights should contribute to the promotion of technology 
imnovation and to the transfer and dissemination of 
technology, to the mutual advantage of producers and users 
of technological knowledge and in a manner conducive to 
social and economic welfare, and to a balance of rights and 
obligations.” 


Article 8(1): 


“Members may, in formulating or amending their national 
laws and regulations, adopt measures necessary to protect 
public health and nutrition, and to promote the public 
interest in sectors of vital importance to their socio-economic 
and technological development, provided that such measures 
are consistent with the provisions of this Agreement.” 


There is clear and unreserved acceptance and confirmation 
of the principles of mutuality and give and take, as well as of 
the society’s objectives, interests and rights under the patent 
system. 
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Panel’s view on Articles 7 and 8 


96 The implications of some of the provisions of the 
TRIPS Agreement, and particularly of the objectives and 
principles set out in Articles 7 and 8 of TRIPS, were 
considered by the Panel in the Canada case (1.14 supra). 
The Panel explained: 


“Intellectual property rights did not exist in a vacuum. They 
were granted taking into account other social and economic 
welfare policy interests and values. This reality was clearly 


recognized in Article 7 of the TRIPS Agreement...” 
[Paragraph 4.21(d) — Ist indent] 


Summarising the EU argument, the Panel referred to the 
package deal: 


“It was a consequence of this “basic patent deal” that others 
could use the patentee’s invention in order to develop the state 


of the art further.” 
[Paragraph 4.30(b)(i1) — 3rd indent] 


Use of the patented invention by others ‘to develop the state 
of art further’ is of essence to the TRIPS patent system. 


2.7. These propositions, and the objectives and principles 
of the TRIPS Agreement, have been held by the Panel, to be 
relevant for interpreting the scope of TRIPS obligations. 


Analysing Articles 7, 8 and 30 of TRIPS, the Panel observed: 


“dn addressing protection and enforcement, Article 7 was 
dealing with the means by which the objectives of the TRIPS 
Agreement it described were to be achieved, 1.e. it applied to 
both Parts II (standards) and III (enforcement) of the 
TRIPS Agreement.” 


“Canada’s approach, which appeared to be shared by Brazil, 
Cuba, India, Israel, Poland, Thailand and the United States 
as third parties to the dispute, recognized that the societal 
interests identified in Article 8 might be protected by measures 
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that met the standards of Article 30, and that they were not 
always subordinate to the protection of the intellectual 
property rights, as the EC argued. Consequently, Article 8 
was relevant to a contextual interpretation of Article 30.” 


“Article 8.1 signalled that the societal interests it identified 
were to be taken into account in interpreting the scope of 
TRIPS obligations.” 


[All passages from Paragraph 4.41(a)] 


This is clear recognition and acceptance of the fact that 
Article 8 identified ‘societal interests’, were not ‘subordinate’ to 
the protection of IPR, and were relevant to be ‘taken into 
account in interpreting the scope of TRIPS obligations’. 


Australia’s views — other citizens’ rights 


2.8 It is often overlooked that grant of patent involves 
corresponding sacrifice and restraint on right of freedom to 
trade for the other citizens. Such restrictions on rights of 
other citizens can be justified only on basis of the benefits 
made available to the public. This was brought out by 
Australia, when it relied upon the classic dictum of Lord 
Parker (of House of Lords, UK) to support its submissions on 
“balance of rights and obligations” as used in Article 7: 


“A monopoly being a derogation from the common law right 
of freedom of trade could not be granted without 
consideration moving to the public. [...] In the case of new 
inventions the consideration was found either in the interest 
of the public to encourage imventive mgenuity or more 
probably in the disclosure made to the public of a new and 


useful article or process.” 
[In the case of Attorney General v. Adelaide Steamship Co., 
(House of Lords (UK) (1913) AC 781)] 
[Paragraph 5.5 — 2nd indent] 


2.9 Australia also referred to the provisions of Article 7 to 
point out that TRIPS also recognises and follows these 
principles. 
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The “balance of interests” noted in Article 7 of the TRIPS 
Agreement was found in this fundamental principle: an 
exclusive right to limit others’ use of the mvention was 
balanced by “consideration moving to the public”, namely the 
making available of new technology for the benefit of the 
public and the full disclosure of the invention to the public. A 
new technology came into existence and was added to the 
common pool of knowledge; and the inventor, in exchange, 
had an exclusive limited opportunity to exploit the patent for 


financial reward.” 
[Paragraph 5.5 — 3rd indent] 


2.10 In the view of Canada, the expression — “im a manner 
conducive to social and economic welfare, and to a balance of rights 
and obligations” in: 


“Article 7 above declares that one of the key goals of the 
TRIPS Agreement was a balance between the intellectual 
property rights created by the Agreement and other important 
socio-economic policies of WTO Member governments. Article 
8 elaborates the socio-economic policies in question, with 


particular attention to health and nutritional policies.” 
[Paragraph 7.24] 


2.11 The Panel ruled that the exercise of power under 
Article 30 should be guided by the consideration: 


“Both the goals and the limitations stated in Articles 7 and 
8.1 must obviously be borne in mind when doing so 
(examining Article 30 conditions) as well as those of other 
provisions of the TRIPS Agreement which indicate its object 


and purposes.” 
[Paragraph 7.26] 


2.12 The societal interests identified in Articles 7 and 8 
represent the acceptance by the patent system and TRIPS of 
the collective rights and legitimate interests and expectations 
of the society and other citizens. While implementing TRIPS, 
these have to be protected. 
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‘Society’s rights’ 

2.13 In furtherance of its objectives and principles, ‘TRIPS 
Agreement formulates the society’s rights and remedies in 
form of ‘use exception’ in Article 30, ‘other uses without 
authorisation of right holders’ in Article 31, and in form of 
‘compulsory licences’ and licences of rights vide Articles 5A 
(2) and (4) of Paris Convention. (Collectively referred as 
‘society’s rights’ in this book.) 


2.14 Both these, i.e. rights and remedies of the patent 
owner and the society’s rights and remedies, supplement 
each other, and contribute towards the realisation of the 
objectives of the patent system. Being parts of the same 
package deal, TRIPS does not limit the scope of either. In 
fact, TRIPS maintains the balance by including Article 5A of 
Paris Convention as its integral part. Article 5A enables more 
effective measures to be taken to _ prevent/control the 
increased risks of abuses resulting from the enlargement of 
patent rights and protection under TRIPS. Implications of 
such inclusion of Article 5A by Article 2.1 of TRIPS, are 
considered in Chapter 15 and implications of compulsory 
licence provisions of Article 5A are brought out with 
reference to an European Court judgement in Chapter 16. 


Effective measures 


2.15 To promote the societal objectives and the principles 
set out in Articles 7 and 8, the patent law should be designed 
to be effective, efficient and predictable. It should ensure fair 
and reasonable remuneration to the patent holder, and 
facilitate prompt transfer and dissemination of technology 
and use of the patented invention during and after the term 
of the patent on reasonable terms. It should also provide 
adequate safeguards and deterrent to prevent and control 
abuses of patents. 


2.16 To ensure “that measures and procedures to enforce 
intellectual property rights do not themselves become barriers to 
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legitimate trade”, such patent law should not introduce any 
onerous conditions, elaborate procedures involving long 
delays and uncertainties, or be counterproductive in 
promoting these objectives. The enforcement procedures 
should be “fair and equitable” and “shall be applied im such 
manner as to avoid the creation of barriers to legitimate trade and to 
provide for safeguards against their abuse” (Article 41). 


Remuneration — the preferred remedy 


2.17 The option provided in Article 44(2) for remedy by 
way of payment of remuneration, would imply, as brought 
out in # 4.11 and 4.12 (infra), that the drastic remedy of 
preventive injunction, which could obstruct transfer and 
dissemination of technology, is optional and not mandatory, 
and instead, remuneration in terms of Article 31(h) could be 
prescribed as the remedy. The patent holder’s legitimate 
interest in the patent, is to be paid remuneration in terms of 
Article 31(h). It is this interest, which has to be provided and 
protected, while trying to balance mutual rights and 
obligations. 


2.18 On the other hand, the state and third parties are 
interested in making use of the invention during the patent 
term for further research, development of trade and 
industry, and for improving standards of living and 
healthcare for the people. As such, they are interested in 
maximising use of the invention for local production of the 
patented product and for making it available in sufficient 
quantities and on reasonable terms during the patent term. 


2.19 Such balancing can be achieved, among others, by 
providing fair, reasonable, and workable licences of right/ 
compulsory licensing/government use arrangements, more 
particularly — licences of right. This can provide alternate 
sources of supplies and enable local production, easy 
availability, and competitive and fair prices. The benefit of 
the invention would be available to the community in 
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fulfillment of the basic requirement of the patent system. A 
balanced licensing and use systems can provide for fair and 
reasonable reward and remuneration to the inventor and the 


right holder. 


Society’s remedies against abuses 


2.20 However, the normal tendency observed universally, is 
of patentees exploiting the patent rights by resorting to 
abusive and anti-competitive practices to claim a much larger 
slice of the cake, thereby depriving the society and third 
parties of their legitimate interests. 


2.21 TRIPS also recognises that grant of a patent could 
create uncontrolled monopolies, which are prone to gross 
abuses by right holders. This could prove to be 
counterproductive for the WTO and TRIPS objectives, and 
the objective and principle set out in Articles 7 and 8(1) 
could be reduced to mere hopes. The Preamble therefore 
warns, and Article 8(2) highlights the threat perceptions, and 
recommends and permits protective measures to be taken. 


Preamble warns, and Article 8(2) provides for safeguards, 
against abuses 


2.22 TRIPS Agreement in the preamble itself, holds out the 
warning, and emphasizes the need “to ensure that measures 
and procedures to enforce intellectual property rights do not 
themselves become barriers to legitimate trade”, and in 
Article 8(2) also accepts the need ‘to prevent the abuse of 
intellectual property rights by right holders’, by specifically 
including it as one of its principles in Article 8(2): 


Article 8(2): 


“Appropriate measures, provided that they are consistent with 
the provisions of this Agreement, may be needed to prevent the 
abuse of intellectual property rights by right holders or the 
resort to practices which unreasonably restrain trade or 
adversely affect the international transfer of technology.” 
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2.23 Significantly, Article 8(2) leaves undefined, the scope 
or type of ‘abuses’ required to be controlled, enabling 
member countries to provide for all possible abusive 
situations. It also provides for legislative measures and 
means to control such abuses in Article 40 of TRIPS, and 
Article 5A of Paris Convention. 


Abuses 


2.24 The concept of what are abuses, differ from country to 
country and time to time, depending upon each country’s 
own peculiar problems, national priorities, stage of 
economical, technological and industrial progress. As will 
be observed from the subsequent Chapters, the patent laws 
of different countries provide measures for preventing/ 
controlling a wide variety of situations encountered and 
treated as abuses. 


Licence/use — essential to prevent/control abuses 


2.25 Therefore, to ensure that after securing a patent, a 
patentee does not fail to discharge his social obligations, 
patent laws of most countries include in their patent laws, 
specific provisions relating to society’s rights and remedies, 
and other public interest safeguards. These measures can 
also provide more effective built-in control over any anti- 
competitive practices and abuse of the patent monopoly by 
the right holder. 


Society remedies are important facilitators and only means 
for transfer and dissemination 


2.26 The society’s rights and remedies are essential parts of 
the patent system with a definite, important role. Effective 
and workable society’s rights and remedies are the means to 
facilitate transfer and dissemination of technology, and are 
essential for faster, efficient and widest use of the patented 
invention to the mutual advantage of the patent holder and 
the society. These are also necessary ‘to develop state of art 
further’ and for further technological and socio-economic 
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progress. In fact, these are the means to give effect to the 
objective of transfer and dissemination of technology, and as 
a deterrent and effective measure to control and prevent 


abuses and anti-competitive practices, normally resorted to 
by patent owners. 


Primacy for matters of vital public interest 


2.27 These provisions are also of vital importance to a 
welfare state’s obligatory duties and functions to protect the 
society at large, against anti-competitive practices. Articles 
5A(2) and (4) of Paris Convention which form part of TRIPS, 
enable member states to take legislative measures necessary 
for the purpose. These being matters of national and public 
interests involving obligatory duties of state, have to be given 
primacy over private rights granted by patent. This is also 
the recommendation of WHO in the context of production 
and availability of affordable medicines. WHO —- Executive 
Board in January 1998 unanimously resolved urging 
member states to: 


“ensure that public health rather than commercial interests 
have primacy in pharmaceutical and health policies and to 
review their options under the Agreement on Trade Related 
Aspects of Intellectual Property Rights (TRIPS) to safeguard 
access to essential drugs.” 


2.28 Recently, the Sub-Commission on the Promotion and 
Protection of Human Rights has, on 17th August 2000, 
adopted a Resolution reminding “all Governments of the 
primacy of human rights obligations over economic policies and 
agreements ». 


2.29 On the other hand, if the society's remedies are 
burdened with onerous obligations, conditions or elaborate 
procedures, it will block and deny the benefits of the 
patented invention being made available to the society. 
Correspondingly, the opportunities for the right holder to 
earn remuneration will also be limited. This would be 
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defeatitive of the very objectives of the patent system set out 
in Articles 7 and 8 of TRIPS. The society’s remedies are not, 
and cannot be treated as, undeserved concessions to the 
society, or unjustified interference with the patent holder’s 
rights and remedies. 


Patent monopoly - abused 


2.30 The working of strong product patent system, with 
ineffective compulsory licensing system are known to have 
been abused by right holders to deny and _ obstruct 
availability of vital life saving drugs and medicines. But the 
recent events in South Africa, (referred in subsequent 
chapters) most glaringly and shockingly demonstrate the 
worst abuses to which patent system can be subjected, if 
not properly understood applied or controlled. A correct 
interpretation of the TRIPS Agreement in proper context, is 
therefore absolutely necessary for drafting of a balanced and 
rational patent law to avoid such abusive situations. 


Chapter 3 


Understanding TRIPS 


3.1 The TRIPS Agreement sets out the societal objectives 
and society’s rights and remedies very clearly. Not to leave 
any scope for doubts or disputes, Article 8(1) goes so far as 
to specifically spell out what is intended and permissible. 
Article 8(1) reads: 


“Members may, in formulating or amending their national 
laws and regulations, adopt measures necessary to protect 
public health and nutrition, and to promote the public 


” 


interest 1n sectors of vital importance...... 


TRIPS goes even further, and provides the specific enabling 
means and measures to effectuate these intentions through 
Articles 30, 31 and 46 and Article 5A as we shall see in the 
subsequent chapters. 


3.2 For nations intending to formulate and adopt a 
progressive patent law conforming to TRIPS requirements, 
an objective and comprehensive study of the relevant 
provisions of the TRIPS Agreement and Paris Convention, in 
the context of established rules of interpretation of 
international treaties, the Decision of the Panels in the 
Canada case (# 1.14 supra and chapter 2) and the ‘India 
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case’ (see # 3.5.4 infra), the judgement of European Court 
of Justice (Chapter 16), and the Post-TRIPS patent laws of 
some of the countries as on Ist January 1996 (Appendix II ), 
can offer valuable guidance. 


3.3. Though not conclusive, the Decisions of the Panels in 
the Canada case and in the US vs. India case, offer 
authoritative interpretation and valuable guidance for 
interpreting some of the TRIPS provisions. References in the 
Decision in the Canada case to some of the errors committed 
by European Communities (‘EC’) in interpreting TRIPS in 
the context of its complaint in the Canada case, are relevant 
for better understanding of TRIPS, because many nations 
are misled into compromising on society’s rights and 
remedies while reviewing their patent laws for TRIPS 
compliance in view of the objections raised and threats given 
by the G-7 countries and the MNCs on basis of such 
erroneous interpretation of TRIPS. 


3.4 It is, therefore, imperative, particularly for ‘under- 
developed countries’, to understand at the outset, such 
objections and errors, to remove any scope of doubts or 
disputes. The following passages from the Decisions of the 
WTO/DSB Panels are helpful for better understanding 
TRIPS, and removing such confusion. 


3.5 Panels’ views on principles of interpretation to be 
applied for TRIPS 


3.5.1 It was at the insistence of the MNCs and _ the 
governments of the G-7 countries that TRIPS was made part 
of the larger scheme to promote all-round economic 
development improved living standards through more 
liberal trade regime and WTO. It is, therefore, intended to 
be understood and applied to facilitate these larger 
objectives of the WTO and international trade. A narrow 
view, or an out of context reading, would tend to defeat 
these objectives. Most of the objections now raised by the 
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MNCs — particularly pharmaceutical manufacturers — are 
based on reading some of the TRIPS provisions in isolation 
and out of context. Some of the observations of the WITO/ 
DSB Panels on interpretive approach for TRIPS provide the 
correct perspective. 


3.5.2 The Context of the TRIPS Agreement (per Panel in 
Canada case): 


TRIPS part of larger system 


“The TRIPS Agreement was not a free-standing intellectual 
property convention like the Paris Convention for the 
Protection of Industrial Property and the Berne Convention 
for the Protection of Literary and Artistic Works. Rather, it 
was a part of a much larger system, the overarching purpose 
of which was to reduce barriers to trade. The full title of the 
TRIPS Agreement was the Agreement on Trade-Related 
Aspects of Intellectual Property Rights, and the very first line 
of its Preamble recited the desire of Members “to reduce 
distortions and impediments to international trade [...]”. The 
TRIPS Agreement was one of 15 agreements listed in Annex 
I of the Marrakesh Agreement Establishing the World Trade 
Organization (the “WTO Agreement”).” 


Objective — reduce trade barriers 


“One of the objectives of that Agreement was set out in its 
Preamble as follows: “[...] being desirous of contributing to 
these objectives by entering into reciprocal and mutually 
advantageous arrangements directed to the substantial 
reduction of tariffs and other barriers to trade and to the 
elimination of discriminatory treatment in international trade 
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relations”. 


WTO Agreement prevailed over TRIPS 


As noted in Article XVI:3 of the WTO Agreement, provisions 
of the WTO Agreement prevailed over provisions of the 
Multilateral Trade Agreements, of which the TRIPS 
Agreement was one.” 

[Paragraph 4.38(c)] 
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Article XVI:3 of WTO Agreements reads: 


“In the event of a conflict between the provisions of this 
Agreement and the provisions of any of the Multilateral 
Trade Agreements, the provisions of this Agreement shall 
prevail.” 


This means that provisions of WTO Agreement (main) 
prevail over the provisions of TRIPS Agreement. TRIPS 
provisions cannot, therefore, be interpreted to override the 
basic objectives of the WTO Agreements. The private rights 
of patent owners cannot override the larger objectives of 
WTO Agreement, such as raising standards of living; 
ensuring full employment; expanding the production; 
supporting technological and economic development in 
developing countries (which includes least developed 
countries). In the event of any conflict between the private 
rights of patent owners and the larger objectives of WIO, 
the private rights as per TRIPS have to yield. 


3.5.3 Panel in Canada case supports 
Other pre-existing IPR laws relevant 


“The Panel noted that, in the framework of the TRIPS 
Agreement, which incorporates certain provisions of the major 
pre-existing international instruments on _ intellectual 
property, the context to which the Panel may have recourse 
for purposes of interpretation of specific TRIPS provisions, in 
this case Articles 27 and 28, is not restricted to the text, 
Preamble and Annexes of the TRIPS Agreement itself; but 
also includes the provisions of the international instruments 
on intellectual property incorporated into the TRIPS 
Agreement, as well as any agreement between the parties 
relating to these agreements within the meaning of 
Article 31(2) of the Vienna Convention on the Law of 
Treaties.” 

[Paragraph 7.14] 


This means that TRIPS provisions, including Articles 
27 and 28, are not to be read or applied in isolation, 
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but have to be construed‘as part of the overall scheme 
of international trade and WTO Agreements and other 


IPR treaties. 
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3.5.4 The WTO/DSB Panel in the US complaint against India 
(Case No. WT/DS50 — referred as “India case”) has referred to 


the basic interpretive approach for TRIPS Agreement: 


“[W]e must bear in mind that the TRIPS Agreement, the 
entire text of which was newly negotiated in the Uruguay 
Round and occupies a relatively self-contained sui generis 
status in the WTO Agreement, nevertheless is an integral 
part of the WTO system, which itself builds upon the 
experience over nearly half a century under the General 
Agreement on Tariffs and Trade 1947 (“GATT 1947”). 
Indeed, Article XVI:1 of the WTO Agreement provides: 


“Except as otherwise provided under this Agreement or the 
Multilateral Trade Agreements, the WTO shall be guided by 
the decisions, procedures and customary practices followed by 
the CONTRACTING PARTIES to GATT 1947 and the 
bodies established in the framework of GATT 1947.” 


WTO objectives 


“As was evident from the Preambles to both the TRIPS 
Agreement and the WTO Agreement, the protection of 
intellectual property rights provided for in the TRIPS 
Agreement had to be considered in the broader context of 
achieving the reduction of “barners, to trade” (WTO 
Agreement), as well as to ensuring that the existence and 
enforcement of intellectual property rights did not result in 
“distortions and impediments to international trade” (TRIPS 
Agreement). Accordingly, while the protection of intellectual 
property rights under the TRIPS Agreement had to be 
adequate for achieving these purposes, it clearly must not be 
allowed to frustrate these broader objectives.” 

[Paragraph 4.38(c)] 


3.5.5 Protection for IPR must not frustrate the broader 
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The Panel reminds us that reduction of trade barriers 
and avoidance of distortions and impediments to 
international trade are two of the broad objections 
to be pursued while implementing the TRIPS 
Agreement. 


3.5.6 Exclusive rights — ‘trade inhibiting’ 


The Panel warns: 


“(Intellectual property rights, in conferring exclusive rights 
on those entitled to them, were themselves trade-inhibiting if 
interpreted in an absolute fashion.” 


The first paragraph of the Preamble to the TRIPS Agreement 
TOCUPMMED INAS. oan - The emphasis of the paragraph was 
on the reduction of “distortions and «impediments to 
international trade”. The protection of intellectual property 
rights was referred to as a factor that must be taken into 


account in achieving this overall objective.” 
[Paragraph 4.38(c)] 


WTO objectives — (Preamble) 


3.5.7 In this context, it is interesting to refer to the broader 
objectives as accepted in the Preamble of WI'O.Agreements 
VIzZ.: 


“Recognising that their relations in the field of trade and 
economic endeavour should be conducted with a view to 
raising standards of living, ensuring full employment and a 
large and steadily growing volume of real income and 
effective demand, and expanding the production and trade in 
goods and services, while allowing for the optimal use of the 
world’s resources in accordance with the olyective of 
sustainable development, seeking both to protect and preserve 
the environment and enhance the means for doing so in a 
manner consistent with their respective needs and concerns at 
different levels of economic development.” 
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“Recognising further that there is need for positive efforts 
designed to ensure that developing countries, and especially 
the least developed among them, secure a share in the growth 
im international trade commensurate with the needs of their 
economic development.” 


3.5.8 Preamble of TRIPS Agreement contains the 
objectives: 


“Desiring to reduce distortions and impediments to 
international trade, and taking into account the need to 
promote effective and adequate protection of intellectual 
property rights, and to ensure that measures and procedures 
to enforce intellectual property rights do not themselves 
become barriers to legitimate trade;” 


“Recognizing that intellectual property rights are private 
rights;” 


“Recognizing the underlying public policy objectives of 
national systems for the protection of intellectual property, 
including developmental and technological objectives.” 


No “barriers to legitimate trade” 


3.5.9 TRIPS has accepted ‘dissemination and transfer of 
technology’ to facilitate further technological research and 
industrial development and avoidance of barners to legitimate 
trade’ as the objectives. Consistently with this objective, it 
favours enjoyment of patent rights in form of reasonable 
remuneration rather than by _ preventive’ measures. 
Accordingly, even while making provisions for use of 
invention by others during the patent term, by recourse to 
compulsory licences, licences of right, government use, and 
third party use provisions of Articles 5A, 30 and 31, TRIPS 
has, in Article 44 allowed option to restrict remedy for 
infringement by way of payment as per Article 31(h). 


3.5.10 Therefore, even’ without taking recourse to 
compulsory licence etc. TRIPS provides for use of the 
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invention during the patent term by restricting the remedy 
for infringement to compensation in terms of Article 31(h). 


3.5.11 These statements in the Preamble are clear, 
unequivocal acceptance and reaffirmation of, and may be 


read as: 


(i) the presumptions of facts and _ law 
for interpretation, implementation and 
enforcement of the TRIPS Agreement; 


(1) acceptance of these presumptions by all 
member countries by signing and accepting the 
Agreement, thereby placing these facts beyond 
the scope of objections or disputes by them; 


(wz) endorsement of these intentions and objectives 
for implementing the Agreement by all 
members; 


(tv) endorsement of the presumption that stages of 
development of different nations are unequal, 
and there is need to_ support the 
‘underdeveloped countries’ to promote their 
techno-economic development by providing 
differential treatment, special concessions and 
measures; 


(v) an article of faith that improvement of living 
standards, healthcare, and employment 
opportunities for all peoples, are matters of 
common concern of all nations, and amongst 
the principal objectives of WTO trading system, 
and special efforts should be made to promote 
these. 


The implications of these presumptions and endorsement of 
these objectives would mean that while interpreting and 
implementing TRIPS, special provisions are required to be 
made to promote these. This would also mean that if any 
special or additional protection is given or claimed in view of 
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such confirmed unequal status, it cannot be objected as 
discriminatory under provisions such as Article 27.1 


of TRIPS. 


3.5.12 The objectives of WTO and TRIPS Agreements are 
thus clear and specific: 


(2) 


(1) 


(111) 


Members’ relations in the field of trade and 
economic endeavour should be conducted with 
a view to: 


(a) raising standards of living; 


(6) ensuring full employment and a large and 
steadily growing volume of real income 
and effective demand; 


(c) expanding the production and trade in 
goods and services; 


(d) allow optimal use of world’s resources with 
the objective of sustainable development; 


(e) protect and preserve the environment; 


(f) reduce distortions and impediments to 
international trade; and 


(g) ensure that measures and procedures for 
enforcing IPR do not themselves become 
barriers of legitimate trade. 


WTO thus recognises the different levels of 
development in member countries, and does 
not seek to apply the same yardstick to all. It 
accepts the need to promote techno-economic 
development of the developing countries, and 
accordingly stipulates implementation in “a 
manner consistent with their respective needs and 


concerns at different levels of economic development”. 


Thus, differential and special treatment for 
promoting development of the developing 
countries is recommended by WTO Agreement 
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itself to achieve the basic objectives. Any special 
measures adopted by the developing countries 
to promote the WTO objectives cannot 
constitute or be objected as discriminatory 
under Article 27.1 or any other provision of 
TRIPS. 


Likewise adoption of any legislative or 
administrative measures providing for effective 
use of the patented invention for promoting 
the larger WIO objectives of development, 
production, or for improving living standards, 
healthcare or employment opportunities 
through more effective compulsory licences, 
licences of right, government use or third party 
uses would be consistent with WITO/TRIPS and 
cannot be objected or obstructed. 


Under the TRIPS scheme, enjoyment and 
protection of patent owners’ rights and 
interests by providing adequate remuneration 
is preferred over preventive remedies. 


3.5.13 Third Parties and ‘legitimate interests’ under 


TRIPS 


(1) 


(12) 


‘Third parties’ 
“Third parties are by definition parties who have no 
legal right at all in being able to perform the tasks 


excluded by Article 28 patent rights.” 
[Paragraph 7.68] 


Legitimate interests 

“To make sense of the term “legitimate interests” in 
this context, (Article 30) that term must be defined 
eee - as a normative claim calling for 
protection of interests that are “justifiable” in the 
sense that they are supported by relevant public 


policies or other social norms.” 
[Paragraph 7.69] 


(iii) 


(wv) 


(v) 
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“It is often argued that this exception (Article 30) 1s 
based on the notion that a key public policy purpose 
underlying patent laws is to facilitate the 
dissemination and advancement of technical 
knowledge and that allowing the patent owner to 
prevent experimental use during the term of the patent 
would frustrate part of the purpose of the requirement 
that the nature of the invention be disclosed to the 
DURE es. s+. buns under the policy of the patent 
laws, both society and the scientist have a “legitimate 
interest” in using the patent disclosure to support the 
advance of science and technology. While the Panel 
draws no conclusion about the correctness of any such 
national exceptions in terms of Article 30 of the 
TRIPS Agreement, it does adopt the general meaning 
of the term “legitimate interests” contained in legal 
analysis of this type. 

[Paragraph 7.69] 


Legitimate interests of third parties 


‘[T]he TRIPS negotiators added in Article 30 the 
instruction that account must be taken of “the 
legitimate interests of third parties”. Absent further 
explanation in the records of the TRIPS negotiations, 
however, the Panel was not able to attach a substantive 
meaning to this change other than what 1s already 
obvious in the text itself, namely that the reference to 
the “legitimate interests of third parties” makes sense 
only if the term “legitimate interests” is construed as a 
concept broader than legal interests. 

[Paragraph 7.71] 


Legitimate interests of third parties - (per 
Panel in India case) 


‘(T]he reference to the “legitimate interests of third 
parties” makes sense only if the term “legitimate 
interests” 1s construed as a concept broader than legal 
interests.” 

[Paragraph 7.71] 
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The principle of ‘legitimate expectation’ - 
(per Panel in India case) 


The ‘legitimate interests’ would create and lead 
to ‘legitimate expectations’. The Panel in this 
case observed: 


“The protection of legitimate expectations of Members 
regarding the conditions of competition is a well- 
established GATT principle, which derives in part 
from Article XXIII, the basic dispute settlement 
provisions of GATT (and the WTO).” 

[Paragaph 7.20] 


“The protection of legitimate expectations is central to 
creating security and predictability in the multilateral 
trading system.” 


Protection for ‘legitimate expectations’ — (per 
Panel in India case) 


“Finally, we recall that one of the precepts developed 
under GATT 1947 is that rules and disciplines 
governing the multilateral trading system serve to 
protect legitimate expectations of Members as to the 
competitive relationship between their products and 
those of the other Members. As the Superfund panel 
pointed out, such rules and disciplines “are not 
only to protect current trade but also to create 
the predictability needed to plan future trade”. 
Predictability in the intellectual property regime is 
indeed essential for the nationals of WTO Members 
when they make trade and investment decisions in the 


course of their businesses.” 
[Paragraph 7.30] 


(viii) ‘Positive action’ — (per Panel in India case) 


“The TRIPS Agreement is different from other 
covered agreements in that most of its provisions 
require Members to take positive action......... 
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(tx) It will be appreciated that ‘legitimate interests’ 
recognised and provided for in the TRIPS 
Agreement are those of the patent owners, 
people and third parties - each of which 
generates ‘legitimate expectations’ and 
requires ‘positive action’ for protection. The 
objectives and principles set out in TRIPS, 
Article 7 & 8 and the provisions relating to 
society's rights and remedies viz. Articles 30, 
31 and Article 5A would create legitimate 
expectations among people and third parties 
for access to the patented invention during the 
patent term. In this context, it is important 
to recall that failure to provide legitimate 
expectations, security and __ predictability, 
formed the main grounds on which the US 
challenged, and the Panel in India case held 
India’s administrative action as non-compliant 
with TRIPS. 


3.5.14 Vienna Convention - applicable to TRIPS (per 
Panel in India case) 


“As a number of recent panel reports and Appellate Body 
reports have pointed out, customary rules of interpretation of 
public international law are embodied in the text of the 1969 
Vienna Convention on the Law of Treaties (“Vienna 
Convention”). Article 31(1) of the Vienna Convention 
provides: 


“A treaty shall be interpreted in good faith in accordance with 
the ordinary meaning to be given to the terms of the treaty in 
their context and in the light of its object and purpose.” 


Accordingly, the TRIPS Agreement must be interpreted in 
good faith in light of (i) the ordinary meaning of its terms, 
(ii) the context and (ut) its object and purpose. In our view, 
good faith interpretation requires the protection of legitimate 
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expectations derived from the protection of intellectual 


property rights provided for in the Agreement.” 
[Paragraph 7.18] 


Panel in the Canada case conforms: 


3.5.15 The Panel has followed the established rules of 
interpretation of international treaties by taking into 
consideration the objects and purposes, not only of the 
particular provisions, but also of the WTO and TRIPS 
Agreements; the contextual references of other provisions of 
TRIPS and related treaties, and the subsequent practices 
followed by different countries. The Panel summarised its 
approach thus: 


Vienna Convention followed: 


“The legal issues in this dispute primarily involve differences 
over interpretation of the key TRIPS provisions invoked by 
the parties, chiefly Articles 27.1, 30 and 33. The rules that 
govern the interpretation of WTO agreements are the rules of 
treaty interpretation stated in Articles 31 and 32 of the 
Vienna Convention.’ The starting point is the rule of Article 
ae : 


‘Subsequent Practices’ followed by parties relevant: 


“The parties have submitted arguments on each of these 
elements, as well as further arguments based on subsequent 
practice by certam WTO Members, thus relying on 
Article 31(3)(b), which reads in relevant part as follows: 


“There shall be taken into account, together with the context: 
(a) [...]; (b) any subsequent practice in the application of the 
treaty which establishes the agreement of the parties regarding 


its interpretation.” 
[Paragraph 7.13] 


3.5.16 The other WIO/DSB Panels dealing with TRIPS 
Agreement have also adopted similar interpretive approach. 
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3.6 The Panel in the Canada case has applied such rules 
to interpret some of the TRIPS provisions relying upon: 


(() ordinary meaning of the terms in the context 
and in the light of object and purpose; 


(2) the text, the preamble and annexes of TRIPS 
Agreement; 


(22) subsequent practice followed by WTO 
members; 


(wv) major pre-existing international instruments 
on intellectual property, particularly, those 
incorporated into the TRIPS Agreement; and 


(v) WTO Agreements. 


Relevance of negotiating history 


3.7 Considerable reliance is placed by the advanced 
countries on the negotiating history leading to the adoption 
of the TRIPS Agreement for interpreting various provisions 
of the TRIPS Agreement. During the negotiations, they had 
been pressing for a strong product patent regime, greatly 
limiting the scope of compulsory licencing and government/ 
third party uses of the patented invention during the patent 
term. In view of this, they interpret the relevant clauses — 
particularly Art. 27.1 and 31, as virtually denying the benefit 
of the compulsory licences and government/third party uses. 
They have prevailed upon several developing nations to 
amend their patent laws based on such contentions. It 
is, therefore, necessary to understand the relevance and 
importance of the negotiating history in interpreting the 
TRIPS Agreement. 


3.8 As noted above, Article 31 of Vienna Convention 
being the “general rule of interpretation” is to be primarily 
followed for interpreting the different provisions of the 
TRIPS Agreement. If there is any ambiguity or absurdity, 
or to confirm the meaning resulting from application of 
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Article 31, reference may be made to Article 32 of this 
Convention only as “supplementary means of interpretation”. 
Article 32 reads: 


“Recourse may be had to supplementary means of 
interpretation, including the preparatory work of the treaty 
and the circumstances of its conclusion, in order to confirm 
the meaning resulting from the application of article 31, or to 
determine the meaning when the interpretation according to 
article 31: 


(a) leaves the meaning ambiguous or obscure; or 


(b) leads to a result which its manifestly absurd or 
unreasonable.” 


3.9 Referring to the arguments based on the negotiating 
history of TRIPS, the Panel in Canada case, advised caution 
and suggested a broad and comprehensive view to be taken:- 


“With regard to the TRIPS negotiations themselves, the 
meaning of several important drafting changes turns out to 


be equivocal upon closer examination.” 
[Paragraph 7.70] 


“As a consequence of the extended context that has to be taken 
into account when interpreting provisions of the TRIPS 
Agreement, the Panel, in considering the negotiating history 
of the TRIPS Agreement, concluded that interpretation may 
go beyond the negotiating history of the TRIPS Agreement 
proper and also inquire into that of the «incorporated 


international instruments on the intellectual property.” 
[Paragraph 7.15] 


3.10 The Panel in the India cases also confirmed: 


“We note that Article 32 of the Vienna Convention gives the 
negotiating history a_ status of supplementary means 
interpretation only”. (Paragraph 7.29 - F.N. 87) 


of 
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3.11 It is thus abundantly clear that negotiating history is of 
limited value in interpreting the TRIPS Agreement. 
Recourse can he had to negotiating history only to confirm 
the meaning or if the interpretation is not clear, but not 
otherwise. It can certainly not be considered as of special 
importance or overriding other contextual or contrary 
references, such as object and purpose of the particular 
provision, objectives of the TRIPS and WIO Agreements, 
and other relevant provisions of TRIPS and Paris 
Convention and other matters as per Article 31 of Vienna 
Convention. Whatever might have been the intentions of the 
negotiating parties, only the final text, and other relevant 
contextual references, and not negotiating history, are 
important considerations which must prevail. 


3.12 Some of the Panel’s observations relevant to 
discrimination are discussed in the separate Chapter dealing 
with Article 27.1 and discrimination. 


3.13 The interpretation of some of the provisions of TRIPS 
by the Panel in the Canada case and the established rules of 
interpretation referred above, facilitate better understanding 
of TRIPS. Adopting this interpretive approach it would be 
interesting to take an overview of TRIPS to see how principle 
of ‘give and take’ has been operationalised. 


' Vienna Convention on the Law of Treaties 1969, entered into force on 
27 January 1980. 


Chapter 4 


An overview of TRIPS (Patents) 


4.1 The TRIPS Agreement (‘TRIPS’) definitely enlarges 
the scope, duration and strength of protection provided for 
patent holders. Yet like patent laws of all countries, TRIPS 
has retained this basic philosophy of ‘quid pro quo’ for 
patent grant. The ‘exclusive rights’, as per TRIPS patents, 
are also a package deal. The current official thinking as 
reflected in some of the recent judgements and patent laws 
of different countries — (particularly of the G-7 countries) — 
confirms that this well-established concept continues to 
be accepted as the fundamental basis of patent system 
internationally. 


4.2. The following is a brief overview of the relevant 
provisions of TRIPS Agreement, showing the ‘quid pro quo’ 
arrangement and the balancing of the rights and obligations 
under TRIPS. The relevant extracts of the Articles referred 
in the Chapter are reproduced in the Appendix I. 


Canada case proceedings — confirm ‘quid pro quo’ 


4.3. Recently in February 2000, the WTO _ Dispute 
Settlement Panel (‘the Panel’), was required to consider and 
decide the implications of some of the TRIPS provisions, in 
the context of the Canada Case (# 1.14 supra). The Decision 
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of the Panel, and the submissions made by the parties and 
third party intervenors to the Dispute, accept in principle, 
that the fundamental concepts referred in Chapter 1, 
continue to be valid even in the changed context and form 
the basis of the TRIPS Agreement. 


4.4 Some of the relevant passages from the Panel’s 
Decision and from the submissions made on behalf of the 
concerned nations reproduced below, are very interesting 
and helpful in understanding the implications and scope of 
some of TRIPS provisions, and in removing some of the 
prevailing misconceptions and confusion on the subject. 


Established Patentability criteria adopted 


4.5 Article 27 extends the scope of patentable subject 
matter to ‘any inventions, whether products or processes, in all 
fields of technology’. It also removes the obligation to produce 
or use the invention locally, and protects him against 
discrimination on the ground of place of invention, or place 
of production or on basis of the technology. At the same 
time, it reaffirms that to be patentable, such inventions 
should be ‘new, involve an inventive step and are capable of 
industrial application’, and also reserves powers for member 
states to exclude from patentability’, such inventions as may be 
necessary to protect ordre public or morality’ or for protection of 
life, health, environment etc. Implications of Article 27.1 on 
discrimination clause, have been considered in detail in 
Chapter 10. 


4.6 Article 31(l)(i) supplies the test of imvention — “the 
invention claimed” “shall involve an important technical advance of 
considerable economic significance” which can be applied in 
relation to the knowledge available in public domain. ‘There 
would be failure of consideration on part of patent holder, if 
patent rights are claimed or granted for matter already 
available in public domain, or for matter which is obvious or 
common place. The society and third parties cannot be 


expected to respect or protect matter which does not qualify 
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for the grant, nor can they be deprived of their natural/ 
fundamental rights on basis of such claims. 


Exclusivity subject to rights of Government — 
third parties and public interest safeguards. 


4.7 Article 28 confers ‘exclusive rights’ on right holders 
during the term of patent (20 years as per TRIPS - Article 
33) to prevent ‘third parties’ from ‘making, using, offering for 
sale, selling, or importing’ for these purposes that product. 
TRIPS also recognises, and provides in Article 30, for 
legitimate interests of third parties’ and ‘use’ by them; and in 
Article 31, for ‘other uses’ by the Government or Government 
authorised third parties ‘without authorisation of the nght 
holder’. Such ‘other uses’ may even include private/public 
commercial uses. 


4.8 The Decision of the Panel and the different views of 
the different countries represented in the Canada case, are 
helpful in understanding the different perspectives about the 
nature and extent of the limitations on Article 28 rights. 


The last phrase of Article 8.1 explained 


4.9 In support of its case that Article 30 exceptions could 
not compromise Article 28 rights, the EC made a pointed 
reference to “the last phrase of Article 8.1”, namely, “provided 
that such measures are consistent with the provisions of this 
Agreement” as limiting the scope of Article 30. Rejecting this 
contention, the Panel observed:— 


“The TRIPS Agreement contains two provisions authorizing 
exceptions to the exclusionary patent nights laid down in 
Article 28 - Articles 30 and 31.” 


“In the Panel’s view, Article 30’s very existence amounts to a 
recognition that the definition of patent nghts contained in 
Article 28 would need certain adjustments.” 


4.10 By the same analogy, the very inclusion of Article 5A 
of Paris Convention providing for compulsory licences, as 
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part of TRIPS itself, by Article 2.1, (see Chapter 15) would 
also have the same effect, i.e. adjustment of Article 28 rights. 
It is also significant that Article 5A confers a “right” or a 
power on member states. 


Article 31 - ‘Other Uses’/Article 5A - ‘Licences of Right’ - 
‘Compulsory Licences’ 


Australian view: 


4.11 In this context, Australia’s view was that permissible 
limitations to patent rights included — ‘other uses’ as per 
Article 31 and ‘licences of right’, ‘compulsory licences’ as per 
Article 5A of Paris Convention:— 


“A further class of permissible limitations on the patent right 
was the “other use without authorization of the right holder” 
considered by Article 31 of the TRIPS Agreement and Article 
5A of the Paris Convention, often termed licences of right and 
compulsory licences, and government use.” 


“Article 30 assumed that there were circumstances in which 
exceptions to patent rights would be justified, distinct from the 
set of limitations on patent rights contemplated by Article 31. 
For instance, some relevant exceptions were required by the 
Paris Convention (Article 5ter).” 


Australian view is a confirmation that ‘licences of right’ and 
‘compulsory licences’ as per Article 5A, and ‘other uses’, and 
Government use as per Article 31, are different independent 
provisions. 


Enjoyment of Article 28 rights — remuneration is the 
objective 


4.12 The entire scheme of TRIPS including in particular, 
the objective, (# 1.20(11) and 3.5.9 supra) is to provide 
reasonable remuneration to the patent holder for his 
invention and the exclusive rights are intended to enable the right 
holder to secure ‘payment of remuneration’ in terms of Article 31(h). 
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The right ‘to prevent’ others is regarded neither as an 
absolute right, nor as a preferred remedy. In fact, Article 41 
dealing with remedies for infringement of the protected 
exclusive rights, itself directs:— 


“These procedures shall be applied in such a manner as to 
avoid the creation of barriers to legitimate trade and to 
provide for safeguards against their abuse.” 


4.13 Further, by use of the expression “notwithstanding the 
other provisions of this part”, (referring to other remedies like 
injunction etc.), Article 44(2) confers an overriding power to 
members to “limit the remedies available against such use to 
payment of remuneration in accordance with” Article 31(h) and 
other requirements. TRIPS does not contemplate specific 
enforcement or enjoyment of the different rights referred in 
Article 28 except as means to secure payment. 


4.14 If payment of adequate remuneration in terms of 
Article 31(h) is arranged for, specific performance of any of 
these rights is not mandatory. The fact that ‘use’ and ‘other 
uses’ are allowable to government and third parties as per 
Article 30 and 31 on payment of remuneration clearly shows 
that the ‘enjoyment of patent right’, contemplated by TRIPS, 
as per Article 27.1 or otherwise, is by way of payment of 
reasonable remuneration. 


4.15 In this context, it would be interesting to note that the 
government use provisions in the US law, 28 USC 1498, 42 
USC 2183 and others, and the ‘crown use’ provision in the 
UK Patent Act 1977 (Sections 55 to 59), and_ similar 
provisions in patent laws of other countries, have to be 
treated either as ‘use’ as per Article 30 or 'other uses' as per 
Article 31, but do not answer the requirements of either of 
them. These are also kept out of purview of Article 28 by 
treating them as non-infringement. These provisions 
contemplate only payment of compensation for use of the 
invention without authorisation of the right holder. 
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Implications of 'Crown use’ 


4.16 As per Section 21 of the UK Crown Proceedings Act 
1947, “any act authorised by the Crown, which is not covered by 
Section 55 will constitute an infringing act -— im _ such 
circumstances, although damages may be obtainable, no injunction 
will le” (vide Terrell — 15th Edn. — Paragraph 17.03). 


Compulsory Licences/State - Third Party Uses/Public 
Interest 


Different scope 


4.17 An analysis and comparative study of Articles 5A(2) 
and 5A(4) of Paris Convention (Chapter 15) and Article 31, 
(Chapter 13) in the context of the Preamble and Articles 7 & 
8 of TRIPS, clearly show that Articles 5A(2) and 5A(4) are 
specific provisions for compulsory licence intended to be 
long term measures to prevent and control “abuses” of 
patents. The “other uses” permissible as per Article 31, 
‘without authorisation of right holders’, can be invoked for 
short term measures for certain specific emergent situations 
of passing or temporary nature; or for public commercial or 
non-commercial uses; and also for third party uses including 
private commercial uses. Scope and implications of each of 
these provisions, namely Articles 30 and 31 of TRIPS and 
Article 5A of Paris Convention, are considered separately in 
the subsequent Chapters. 


“Legitimate interests” -— patent owners and third parties 
(Article 30) 


4.18 Article 30 expressly requires “the legitimate interests of the 
patent owners” as well as “the legitimate interests of the third 
parties” to be taken into consideration. The panels’ views on 
‘third parties’ and legitimate interests have already been 
referred in Paragraph 3.5.13 above. Views of some of the 
countries represented before the panel in the Canada Case, 
are interesting. 
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4.19 Australia explained the object and scope of the 
expression — "legitimate interests of third parties":— 


“Taking into Account the Legitimate Interests of Third 
Parties” 


“The third element of Article 30 was the requirement that the 
legitimate interests of third parties be taken into account. The 
determination of whether an_ exception “unreasonably 
conflicted” with the normal exploitation of a patent or 
“prejudices” the legitimate interests of a patent owner must 
therefore be moderated by the interests of third parties; this 
suggested that third parties’ interests should be considered, 
but need not prevail. This aspect of Article 30 reflected the 
objective, in Article 7, of contributing to a balance of rights 
and obligations.” 


“Patent owners were not the only parties with an interest in 
the grant of patent protection for pharmaceutical products. 
The grant of patent protection was more complex than the 
sumple unilateral grant of rights to a patent owner: it was a 
contract between the State and individual .innovators in 
which the consideration for the grant of patent protection was 
the disclosure of the innovative knowledge and the public 
interest in promoting investment in the research and 
development of new pharmaceutical products. Parties with an 
interest therefore «included private consumers of 
pharmaceutical products; governments which had 
responsibility for the protection of public health; and the 
generic producers of pharmaceutical products who wished to 
enter the market after the patent had expired.” 

[Paragraph 5.8] 


4.20 USA’s views on the subject are also instructive and 
interesting:— 
Legitimate interests of third parties: 


“Article 30 specifically mandated that, in determining the 
scope of permissible exceptions, the Panel had to consider the 
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legitimate interests of third parties. A close analysis of the text 
of the provision indicated that the interests of third parties 
were to be weighed in determining both whether any conflict 
with a normal exploitation of the patent was unreasonable, 
and whether the prejudice to the legitimate interests of the 
patent owner was unreasonable.” 

[Paragraph 5.36(1)(a)(iv)] 


‘Third Parties’ -— the US view 


4.21 As to who could be regarded as ‘third parties’ for the 
purposes of Articles 30 and 31, the US view was:— 


Extracts: 


“Generic pharmaceutical companies had a significant third 
party imterest im competing in_ the  post-expiration 
pharmaceutical market, and thus had an interest in a 
“pre-expiration testing” exception.” 


“Similarly, consumers of patented medicines in a country 
allowing “pre-expiration testing” were also important third 
parties. They had interests not only in encouraging 
innovation and the development of new medicines, but also in 
encouraging competition in the domestic pharmaceutical 
market so as to take advantage of the best products at the 
lowest prices.” 


“WTO Member governments themselves were important third 
parties with similar priorities. They had a legitimate interest 
in the prices that they (and ultimately their taxpayers) paid as 
a consumer of pharmaceutical products through their 
national health and welfare programmes.” 

[Paragraph 5.36(1)(a)(iv)] 


4.22 Canada’s view: Canada advocates for a much broader view 
of ‘third parties’ to include third parties in other countries also:— 


“As the TRIPS system was designed to be international and 
so to extend across borders, there was no reason why the 
legitimate interests of third parties in other countries could 
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not be taken into account when applying a limited exception 


under Article 30.” 
[Paragraph 4.38(d)] 


4.23 Switzerland accepted that ‘other uses’ under Article 31 
included commercial use by third parties during the patent 
term itself:— 


“An additional consideration was that the solution ignored 
the fact that the TRIPS Agreement had a wide gamut of legal 
measures for ensuring access to the use of the patented 
invention during its term of protection. Without considering 
that compulsory licensing was the adequate solution in terms 
of efficiency, one could cite Article 31 of the TRIPS 
Agreement as containing possibilities for a fair competitor to 
enter the market on fair terms: for example, by a request for 
voluntary licences on “reasonable commercial terms and 
conditions and [...] within a reasonable period of time”; by a 
request for licences in case of anti-competitive business 


practices.” 
[Paragraph 5.28] 


Switzerland’s view is a further confirmation that Article 31 
provides for use by Government authorised third parties 
without authorisation of the right holder, if the right holder 
fails to respond within reasonable time and on reasonable 
commercial terms. 


Third Party’s right to use the patent 


4.24 The confirmation of third party’s rights to use the 
patented invention during the patent term is contained in 
Article 31 itself. Though couched in negative terms, Article 
31 actually recognises the government’s right not only to 
use, but also to authorise use by ‘third party’, if his “efforts to 
obtain authorisation from the night holder on reasonable commercial 
terms and_ conditions...... have not been successful within a 
reasonable period of time”. To avail of this benefit, a third party 
has to first seek authorisation from the right holder — “on 
reasonable commercial terms and conditions”. This necessarily 
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implies that the exclusive right — that is the right to prevent 
or exclude others — to be provided as per Article 28, is not an 
absolute right. It is subject also to the rights of the 
government, and third parties to use the invention during 
the patent term, on “reasonable commercial terms and conditions” 
as per Article 31 and the society would be entitled to the 
benefits in terms of the objectives and principles set out in 
Articles 7 and 8. 


4.25 The citations from Canada Case referred in foregoing 
chapters, clearly establish and confirm that TRIPS recognises 
and provides for public interest, and even for ‘uses’ and 
‘legitimate interests’ of third parties during the patent term 
itself. This reiteration of the objectives and scope of the 
TRIPS Agreement and some of its provisions, help to 
remove some of the prevailing misunderstanding and 
confusion about TRIPS, and to decide on the options for 
legislative measures available to member countries for 
drafting of patent law changes for TRIPS compliance. 


Even contractual licences regulated in public interest 


4.26 Article 40, which gives to the patentee, right to licence 
also protects the licensee against anti-competitive practices 
or exploitation by licensor. Thus TRIPS seeks to control and 
regulate even contractual licences in public interest. This 
emphasizes the considerable importance of public interest in 
TRIPS. 


“Promotion of technological innovation” and 
“Transfer and dissemination of technology” 


4.27 TRIPS seeks to promote "transfer and dissemination of 
technology" by warning against abusive practices and 
recommending and enabling safeguard measures. This 1s 
sought to be achieved in TRIPS by:— 


(i) acceptance of this basic requirement of patent 
system as objectives and principles of TRIPS in 
Articles 7 and 8 and in the Preamble; and 
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providing means to effectuate this objective 
through contractual licences (Article 40), 
compulsory licences (Article 5A (2), (4) and limited 
exceptions and uses as per Article 30 and for 
government and third’ party uses _ without 
authorisation of right holder as per Article 31, 
including for exploitation of second patent 
(Article 31(1)); 


warning members about licensing practices or 
conditions ‘which restrain competition’ and ‘may have 
adverse effect on trade and impede transfer and 
dissemination of technology’ (Article 40.1); 


mandating that procedures for enforcement of 
rights “shall be applied in such a manner as to avoid the 
creation of barriers to legitimate trade and to provide 
safeguards against their abuse” (Article 41.1); 


permitting limitation of patent holders’ remedies 
available against such infringing use to payment of 
remuneration in accordance with sub-paragraph 
(h) of Article 31 (Article (44.2). 


Patentee’s obligations under TRIPS 

4.28 The social obligations which TRIPS requires the 
patentees to satisfy as consideration for the grant, can be 
summarised, thus:— 


(a) 


(b) 


that the claimant for patent shall disclose a 
genuine invention, satisfying the patentability 
criteria of novelty, inventive step and industrial use 
(Article 27). Clause (l) of Article 31 provides 
guidance about ‘inventive step’. The invention 
claimed “shall involve an important technical advance 
of considerable economic significance” in relation to the 
knowledge in public domain (Article 31(1)); 


that the disclosure should be ‘tn @ manner 
sufficiently clear and complete for the invention to be 


(c) 


(d) 


(e) 
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carried out by a person skilled in the art” and “indicate 
the best mode of carrying out the invention known to the 
inventor at the filing date” (Article 29); 


that the benefit of the invention shall also be 
available to the state and third parties for use - 
during the term of the patent on terms prescribed 
by the statute, and thereafter, as a matter of right. 
For this purpose, TRIPS makes specific provisions 
for member-States’ rights to provide for 
contractual or compulsory licences, or state use 
and public interest (vide Articles 30, 31 and 40 of 
TRIPS, and Articles 5A (2) & (4) of Paris 
Convention). While Article 30 — specifically 
recognises “legitimate expectations of third parties”, 
Article 31 provides for “other uses” “by third parties” 
“without authorisation of right holders” as seen in 
Chapter 2. 


that the grant of patent promotes ‘transfer and 
dissemination and _ transfer of technology’, 
‘technological innovation’, ‘in a manner conductive 
to social and economic welfare’, and to promote 
the public interest in sectors of vital importance 
to their socio-economic and __ technological 
development’ and development of industry, trade 
and scientific research, and other social objectives 
as set out in the Preamble and Articles 7 and 8 of 
TRIPS; 


that the new invention shall, so far as possible, be 
worked on a commercial scale within the country of 
grant, without undue delay (Section 50(1)(a) of UK 
Act, and Article 5A of Paris Convention); 


that any failure to discharge the social obligations 
or resorting to anti-competitive practices, would be 
treated as “abuse” of monopoly, for which 
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members are free to provide remedies of 
compulsory licensing or even forfeiture of patent 
rights. (Article 5A of Paris Convention) 


4.29 Therefore, read, understood and applied correctly, the 
TRIPS Agreement does permit protection and promotion of 
public welfare. As brought out in subsequent Chapters, it is 
the deliberate wrong version, projected by the MNCs and 
the G-7 countries, which has created the confusion and 
controversies about its implications and enforcement. The 
G-7 countries employ double standards, one for their own 
national patent laws, and the other they want and force other 
nations to adopt. 


4.30 It is indeed significant to note that post-TRIPS patent 
laws of many countries contain various legislative or a 
administrative measures to protect and promote public and 
third party interests-including in form of compulsory 
licences, licences of right and government and third party 
uses. A study of such law serves to provide possible options 
and models and also as assurance that prima facie such 
provisions would be acceptable as TRIPS complaint. 
(Ref. Chapter 6 infra.) 


Chapter 5 


MNC's objections — Unfounded & Untenable 


Societal objectives in patent laws 


5.1 While drafting of patent law changes for TRIPS 
compliance, care has to be taken to provide effective system 
for enforcing society’s rights (‘compulsory _ licences’, 
‘compulsory licences of right’, and ‘third party’ and 
‘government use’). Such provisions are necessary as remedies 
and deterrents against any abuse of the patent monopoly, 
and also to subserve national and consumer interests. A 
balanced patent system can ensure fair and reasonable 
return for the patent owner, while permitting ‘dissemination 
and transfer of technology’ through the use of the invention 
during the patent term by others on reasonable terms. 


Due Reading the TRIPS provisions by themselves, and in 
light of the established rules of interpretation referred in 
previous chapters, it will be observed that TRIPS, permits 
effective compulsory licences and government and _ third 
party uses, including in particular, self-operating statutory 
licences of right system. The Panel’s interpretation of 
Articles 7, 8 and other provisions of TRIPS, would be helpful 
in proper understanding of the relevant provisions of 
TRIPS, and in drafting suitable legislation. 
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53 However, MNC patent holders (for brevity - MNC’s) 
who own more than 80% of the patents granted or claimed 
the world over, and the governments of advanced countries 
supporting them, oppose and obstruct the developing 
nations, adopting or implementing any measures which 
would allow local production or parallel imports, particularly 
of patented drugs and medicines. They also oppose allowing 
compulsory licences and the government/third party uses of 
the invention, which would ensure availability of patented 
drugs at affordable prices during the patent term. (For 
convenience, such objecting MNCs, and the objecting 
countries, are collectively referred in this book as ‘the 
Objectors’) 


5.4 It is therefore, necessary to understand these 
objections and to find solutions for them to facilitate drafting 
of patent law changes with clarity, confidence and without 
anxiety of TRIPS violations. 


5.5 The objections raised by the Objectors are: 


(1) that the rights and protection available to 
patentees under Articles 27 and 28, are 
absolute, and prevail over the society’s rights 
and public and third party interests under 
Articles 7, 8, 30, 31 and 5A (2) & (4). The 
rights of the patentee cannot be curtailed by 
permitting use of the invention by others 
during the patent term; 


(2) that grant of compulsory licences either on the 
ground of failure to produce locally or working 
of patent by importation of the patented 
product, or on basis of class of goods or 
technology, e.g. drugs and medicines, are 
prohibited by Article 27.1; 


(4) that Article 31 conditions are applicable to 
all such government and third party use 
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provisions, and also to compulsory licences and 
licences of right. Therefore, every such licence/ 
use provision must satisfy the conditions 
of Article 31, including in particular, the 
requirements of first approaching the patent 
owner for licence on reasonable terms, and also 
consideration of each application on its own 
merits on case to case basis. 


For clarity these contentions are referred as “the MNCs’ 
objections”. 


The MNC’s Arguments: 


5.6 The MNCs’ objections are also based on the same 
points as EU’s arguments in the Canada case (#1.4 supra). 
These are: 


(:) The exclusive rights under Article 28 are 
absolute and inviolable. 


(2) ‘The exclusive rights to be provided for patent 
owners under TRIPS are to be respected and 
protected strictly. 


(2) The considerations of public interests and 
objectives and principles prescribed by Articles 
7 & 8 are subordinate to, and cannot take away, 
or abridge, patent rights. 


Based on these contentions, they further claim: 


(iv) The non-discrimination clause of Article 27.1 — 
prohibiting member countries from making 
any provision, which may discriminate against 
the availability or enjoyment of patent rights 
on basis of place of invention, place of 
production or the technology — has to be 
strictly implemented. 


(v) Article 31 provisions are mandatory and all 
compulsory licence and government/third party 
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use provisions have to strictly comply with these, 
regardless of all other considerations of public 
interest and even Articles 7 & 8 of TRIPS. 


5.7 In support of their opposition, the Objectors rely 
merely upon: 


— bare text of Articles 27.1 and 28, which, are 
expressed in absolute terms, and read _ by 
themselves, do not contain any reservations or 
qualifications.; 


— hare text of Article 31; and 


— negotiating history, i.e. the fact that during 
negotiations preceding the adoption of final text 
of TRIPS Agreement, the Objectors had been 
pressing for stronger patent protection regime 
and Articles 27.1, 28 and 31 as worded, appear 
to reflect such views. 


They omit to refer to Articles 5A (2) & (4) of Paris 
Convention which form part of TRIPS. 


The MNC’s objection — malafide and untenable 
Objections opposed to TRIPS objectives 

5.8 Common sense and reason refuse to accept such 
objections as valid. They are obviously opposed to the very 
concept of ‘give and take’, and the objective of the transfer 
and dissemination of technology. Such interpretation and 
application of TRIPS Agreement would lead to absurd 
results, and would be counterproductive, having regard to 


the declared objectives and principles of the TRIPS 
Agreement in Articles 7 and 8. 


Objections unsupportable on all counts. 


5.9 A comprehensive and objective study of the MNCs’ 
objections and arguments, in the context of the TRIPS 
Agreement, (chapters 2 and 4); patent laws of different 
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countries, (chapters 6); the Decision of the DSB Panel in the 
Canada case, (chapter 7); Paris Convention; (chapter 15) and 
judgements of European Court of Justice (chapter 16); and 
other related documents, leads one to the _ inevitable 
conclusion that these objections and arguments are 
unsupportable, as can be seen from the undisputable facts, 
circumstances and references set out below. 


5.9.1 Post-TRIPS patent laws of objecting countries 
contain objected provisions 


(a) Objecting countries being WTO members were 
also obliged to bring their patent laws 
in conformity with TRIPS provisions — by 
lst January 1996. Their laws are expected to be 
models of TRIPS compliant patent laws, free 
from any such objections. But this is not so. 
Some of the material provisions of patent laws 
of these countries, are obviously not TRIPS 
compliant as per QObjectors’ own version of 
TRIPS. 


(b) ‘Thus, contradicting their own objections, post- 
TRIPS laws of the objecting countries show 
that: 


(i) they have treated TRIPS as flexible, to 
accommodate public and third party 
interests, and TRIPS objectives; 


(z) in striking contrast to what they require 
developing nations to do, the objecting 
countries have given primacy to their 
own national interests by making 
special provisions for government/crown 
uses, compulsory licences and _ licences 


of right; 


(2) their laws contain special provisions for 
pharma inventions and some of them even 
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require local production of the patented 
products. 


This can be seen, among others, from the 
patent laws of USA (e.g. 28 USC 1498 
and chapter 38 of US Patent Law); UK 
(Sections 46 to 59 of 1977 Act.); France, 
(Articles 613.16 — 613.19), Germany, Israel and 
other developed nations, which _ provide 
sufficient safeguards, effective to enforce 
society's rights; and also sufficient means to 
prevent and control abuses. Few such specific 
cases are referred in chapter 14 by way 
of illustration. 


Obviously, the Objectors are aware that the 
version of TRIPS provision put up by them to 
justify their objections, is not correct or valid. It 
is also apparent that the Objectors adopt 
different standards for interpreting TRIPS - 
one for their own patent laws, and another, for 
laws of under developed nations. 


MNC’s Objections — based on wrong interpretation 


(2) 


(1) 


The MNC’s_ objections are based’ on 
interpretation of TRIPS, which has_ been 
substantially rejected by the Panel in the 
Canada case, as contrary to established rules of 
interpretation of international treaties. 


Chapter 7 contains relevant citations from the 
Panel’s Decision in the Canada Case, which, 
while dealing with similar arguments of EC, has 
pointed out where and how EC had erred. The 
same reasoning would apply to MNC’s 
arguments as they are based on the same 
TRIPS provisions, and adopt the same 
interpretive approach as EC. 


MNC'S OBJECTIONS — UNFOUNDED & UNTENABLE 59 


(2) Briefly summarised, the interpretation errors 
were: 


(a) 


(b) 


(c) 


(iv) The 


Out of context and isolated reading of 
TRIPS provisions, ignoring the other 
contextual references — viz: 


(1) Objects and_ purposes of the 
particular provision; 


(2) Objectives and principles of TRIPS 
Agreement — as set out in the 
preamble, Articles 7 and 8; 


(3) Other provisions of TRIPS; 


(4) Objects and purposes of WTO 
Agreements and other related treaties; 


Adopting meaning which would defeat or 
render meaningless or inutile, some of the 
other provisions of TRIPS; and, 


Ignoring the obvious differences in 
language and expressions used. 


objections contradict the declared 


objectives, principles and specific provisions of: 


(a) 


the TRIPS Agreement; 
the WTO Agreement; 
the UN Charter; and 


the Universal Declaration of Human 
Rights, and treaties relating thereto. 


5.9.3 Panel rejects EC’s contentions similar to MNC’s 
objections Re - Articles 7, 8, 27.1, 28, 30, 31 


(a) Panel Decision rejects Objectors’ 
interpretation of TRIPS 


The MNCs’ arguments are similar to those 
advanced by EC before the Panel in the 
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Canada case. It will be apparent from the few 
references from Panel Decision in Chapter 7, 
that it rejected EC’s case that patent rights as 
per Articles 27, and 28 override the objectives, 
principles, and public interest safeguards 
contained in the Preamble, Articles 7, 8 and 30. 


Article 28 - not absolute, but subject to other 
provisions 


The Decision of the Panel, and the views 
expressed by the parties and the interested 
Third Parties in the Canada case, confirm that 
the exclusive rights allowable to patentees as 
per Article 28 are not absolute, and that the 
following exceptions to Article 28 rights are 
already recognised and accepted: 


(1) prior use exceptions; 

(wz) scientific experimental use exceptions; 

(2) ‘limited exceptions’ as per Article 30; 

(wv) ‘legitimate interests’ of ‘third parties’ 
recognised in Article 30; and 

(v) rights of member countries to allow use/ 


production/importation of the patented 
product for regulatory trials (“Bolar type’); 


Article 27.1 — not absolute -— subject to other 
provisions 

Likewise, though expressed in- absolute terms, 
Article 27.1 is also construed by the Objectors 
themselves, to allow unspecified exceptions. 
The objecting countries have made _ special 
exceptions in their patent laws, specially for 
pharma patents to provide for extension of 
term of patent. As per “Objectors’ version, this 
would be clearly in violation of Article 27.1 
requirement — not to discriminate on basis of 
technology of invention. But the Objectors 
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contend that though not expressly provided, 
such exceptions can be made on basis of ‘good 
reason’ or ‘unique situation’. (reference Canada 
case paragraph 4.21 - Chapters 10 & 11 infra). 


(d) ‘These specific instances in Paragraphs (a) to (c) 
clearly establish that: 


— for correct understanding of TRIPS 
provisions, particularly Article 27 & 28, 
they have to be read in the context of 
other provisions, objects purposes and 
other relevant matters; 


— despite the expressions used, Articles 27.1 
and 28 are not to be read or applied as 
absolute, rigid or mandatory provisions. 


(e) The decision of the Panel in the Canada case 
has dealt with, and interpreted Articles 7, 8, 
27.1, 28 and 30, which had come up for its 
decision. Adopting these interpretations, and 
taking them to their logical conclusions, it will 
be apparent that such _ public interest 
safeguards are TRIPS consistent, and _ the 
MNC’s objections are not tenable. 


5.9.4 In view of these clarifications from the Panel, the 
objecting countries had no justification for maintaining their 
objections based on the same interpretation of TRIPS. 


5.9.5 Neither Article 27.1, nor Article 31 applies to 
compulsory licences 


Neither Article 27.1, nor Article 31, (chapters 11 & 13) 
makes any reference to compulsory licences. ‘The 
expressions ‘available’ or ‘enjoyable’ used in Article 27.1, or 
the expression ‘other uses’ used in Article 31, cannot be 
construed to extend the scope of these articles to cover 
compulsory licences. This is because Article 5A of Paris 
Convention specifically gives ‘right’ to member states to 
provide legislative measures including compulsory licences 
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to prevent abuses, making a specific reference to “failure to 
work” as one such abuse. Article 5A (2) &(4) of Paris 
Convention did not accept importation as working of the 
patent in the country of grant for the purposes of 
compulsory licences on grounds of “failure to work or 


insufficient working”. (Chapters 15 and 16) 


Therefore in absence of any specific reference, in Articles 
27.1 and 31, and in view of the specific provisions for 
compulsory licences in Articles 5A(2)&(4) of Paris 
Convention, the provisions of Articles 27.1 and 31 cannot be 
applied to compulsory licence or licences of right, at all, 
much less in a manner which would nullify the provisions of 
Articles 5A (2) and (4), or the objectives and principles of 
Articles 7 and 8 of TRIPS. 


5.9.6 Significance of Article 5A inclusion in TRIPS - 
following upon EC Court Judgement 


The inclusion of Article 5A of Paris Convention, by Article 
2.1 of TRIPS, assumes special significance in view of the 
judgement! dated 18.02.1992 of the European Court of 
Justice confirming that Article 5 of the Paris Convention 
allowed “signatory-States the option of providing for grant 
of compulsory licences to prevent abuses, which might arise from 
the exercise of exclusive rights conferred by the patents”. 
(Ref. Chapter 16) 


5.9.7 In its judgement, the Court (interalia) observed: 


ae the provisions of Article 5 of the Paris Convention, 
mm tee allow signatory States the option of providing for the 
grant of compulsory licences to prevent abuses which might 
arise from the exercise of the exclustve right conferred by the 
patent, such as failure to work it.” 


' This Judgement was given in the cases “Re: Compulsory Licences: EC Commission v. 
United Kingdom (Spain intervening) (Case C-30/90)” and “EC Commission v. Italy 
(Spain, United Kingdom and Portugal intervening) (Case C-235/89)”, both published in 
1992-93 and reported in 1993 Reports of Patent Cases (UK) (See Chapter 16) 
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5.9.8 Under the circumstances, if importation was to be 
accepted as such working of the patent for avoiding 
compulsory licences under TRIPS, a_ specific provision 
similar to Article 46 of Community Patent Convention was 
necessary and would certainly have been insisted upon and 
made. (Article 46 of CPC reproduced in (# 11.42 infra). 


5.9.9 Likewise, if any conditions or restrictions, as per 
Article 31 or otherwise, were to be applied to compulsory 
licences also for patents, it would have been necessary to 
make specific provisions similar to those in Article 37.2, 
which make such specific conditions for “layout designs”. 


5.9.10 Even if there was any ambiguity or scope of doubts 
about the implications of any of the TRIPS provisions, such 
ambiguity has to be resolved by harmoniously reading and 
applying the different provisions to promote the declared 
objectives and principles, rather than by defeating them; and 
by giving meaning and effect to all provisions of TRIPS, 
rather than by discarding some of them as redundant or 
inutile. The rules of interpretation of treaties mandate such 
an approach. 


5.9.11 Special provisions for drugs and medicines 


Several countries have made and justified special provisions 
in case of patents for inventions relating to drugs and 
medicines for extending the 20 year term to compensate for 
the time taken for regulatory trials to obtain approval for 
production and marketing of new drugs. 


Significantly, the Objectors themselves claim that provisions 
allowing extension of patents term only for patents relating 
to drugs and medicines, and discrimination against other 
‘inventions by denying for them such extension, on basis of 
technology of invention, are consistent with TRIPS, and in 
particular with Article 27.1 because of ‘good reason’ or ‘unique 
circumstances’. (Chapter 11 - # 11.4 infra) 
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No case — Yet objection pursued 


5.10 In view of their own post-TRIPS patent law 
provisions, and the rejection of the arguments about primacy 
of Article 28 in the Canada case, the MNC’s objections and 
arguments do not survive. There is, therefore, no bonafide 
justifications on basis of TRIPS provisions to continue the 
objections against developing nations providing in their 
patent laws, public interest safeguards and society’s rights, 
more so in respect of life saving drugs. It is, therefore, most 
shocking that far from withdrawing all such objections, the 
Pharma MNCs' and the objecting governments have not only 
continued, but even pursued such objections more vigorously 
and vehemently. 


No holds were barred to obstruct the Government of South 
Africa from implementing its special law to procure/import 
from other sources (not authorised by patent holders), to 
make available, free of cost or at affordable prices, life saving 
drugs urgently required for treatment of millions of their 
poor citizens suffering from life-threatening AIDS/HIV. 
While maintaining/supporting sky-high, atrocious prices of 
their products, the patent holders and objecting countries 
have even exerted tremendous diplomatic and _ legal 
pressures on South Africa government, to prevent such 
procurement and distribution, totally ignoring the fact that 
thousands of the poor are suffering and dying untreated 
everyday, from these scourges. 


Considerations of TRIPS Agreement, law, reason, fairness or — 
equity, fail to explain such conduct. Looking for other 
explanations, one is led to most startling and shocking 
revelations, least expected from civilized world. 


Not TRIPS, nor reason, nor fairness, but MNCs' insatiable 
greed, that rules 


Sud The circumstances and statements set out below 
clearly show that the objections and opposition are not 
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based on any bonafide interpretation of TRIPS or law 
or reason, but are the result of the economic and 
political pressures exerted on their governments by the 
MNCs'. The clout of the MNCs' is so powerful, that even 
while accepting the need for public interest safeguards and 
obligation to ensure availability of drugs at affordable prices, 
the objecting governments are compelled to adopt totally 
contradictory stand and actions, and to raise and pursue 
such objections against developing nations adopting such 
safeguards, with a view to ensure for the MNC patent owners 
exclusive markets for exploitation. Two specific references 
confirm. The undisputable facts speak louder than 
the words. 


US has no locus to object - 


5.12 USA, which has been in the forefront in raising and 
pursuing such objections, has retained the most sweeping 
powers overriding all consideration of the TRIPS 
Agreement, in Section 102 (a)(1) of the US Statute - 
‘Uruguay Rounds Agreements Act’ 1994, which read with 
28 USC Section 1498 spells total defiance of TRIPS 
Agreement. (relevant extract and analysis of Section 1498 in 
Chapter 6) 


Section 102 (a) (1) reads: 


“Sec. 102 Relationship of the Agreements to United States 
Law and State Law. 


(a) Relationship of Agreements to United States Law — 


(1) United States Law to Prevail in conflict 


“No provision of any of the Uruguay Round 
Agreements, nor the application of any such 
provision to any person or circumstance, that 1s 
inconsistent with any law of the United States 


shall have effect.” 
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(2) Construction — 


Nothing in this Act shall be construed — 
(a) to amend or modify any law of the United 
States, including any law relating to — 
(1) the protection of human, animal, or 
plant life or health, 
(1) the protection of the environment, or 
(1) worker safety, or 


(b) to limit any authority conferred under 
any law of the United States, including 
Section 301 of the Trade Act of 1974, 


unless specifically provided for in this Act.” 


This means that Article 27.1 and 31 have no effect over US 
law — 28USC1498. 


Primacy of national and public interest being the foundation 
of these US law provisions directly applicable also to TRIPS 
patents, US cannot be heard to object to similar provisions 
and safeguards in patent laws of other countries. 


US Government submits 


oe 


(1) The Former President of USA, Mr. Clinton, 
acknowledged the need to respond to 
legitimate public health issues, and declared at 
the WTO Ministerial Conferences: 


at Geneva on 19th May 1998: 


“that the Department of Health and Human services 
(HHS) will work with the US Trade Representative 
(USTR) “to make sure that our intellectual property 
policy is flexible enough to respond to- legitimate 
public health crises”.” 


at the Seattle Conference on 2nd December 1999: 


“Intellectual property protections are very important 
to a modern economy, but when HIV and AIDS 
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epidemics are involved, and like serious healthcare 
cnses, the US will henceforward implement its 
healthcare and trade policies in a manner that 
ensures that people in the poorest countries won't 
have to go without medicine they so desperately 
need.” 


(i) Simultaneously in 1998, the USTR announced 
South Africa had been removed from the 
Special 301 “watch list.” 


Totally contradictory actions of USTR and US Pharma 
MNCs' 


5.14 However, contradicting its own announcements, and 
yielding to the pressures of its MNCs, USA has recently 
invoked the WTO Dispute procedures against Brazil’s Patent 
Law amendments reserving government powers for grant of 
compulsory licences for drugs and medicines. The dispute is 
raised on the ground of it being violative of Article 27.1 and 
31 of TRIPS. The US Trade Representative also exerted 
diplomatic pressure on the Government of South Africa to 
prevent implementation of the special provisions of South 
African law, which would enable the government to permit 
production and arrange for production or importation of life 
saving drugs under patent, from other sources not 
authorised by patent owners. 


Reasons for US volte - face - MNC’s greed and clout 


5.15 The tremendous pressure exerted by the US MNCs 
on the US Government is brought out from the helplessness 
in controlling the prices, expressed by none other than 
former President Clinton, then recognised as the most 
powerful man in the world: 


“Denouncmg as “bogus” the recent widustry-sponsored 
advertisements urging US seniors to oppose his Medicare 
reform plan, President Clinton this week told the Department 
of Health and Human Services (HHS) to produce within 
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90 days a “sweeping study — the first of its kind — to examine 
prescription drug costs im America”. 


“At an October 25th “prescription drugs event” at the White 
House, Mr Clinton said “one of the key reasons no action was 
taken on prescription drugs this session was because the 
pharmaceutical industry spent millions of dollars on an all- 
out media campaign filled with flat-out falsehoods”. 


“Mr Clinton said he would like “Flo” to go on TV and 
explain “why seniors have to get on the bus and go to Canada 
to buy drugs at less than half the price they can buy them in 
America, when the drugs are made in America with the 
benefit of the American system and American research and 
American tax systems”. 

[Source — SCRIP No.2485 dt. 29.10.99 — Pg.17] 


(‘Flo’ was the name given by media to the US senior citizen who had to 
travel to Canada to buy drugs at cheaper prices.) 


MNCs’ objections being pursued to the extreme 


5.16 | However, the pharma MNCs' have continued to 
pursue their high power propaganda supported by threats of 
actions under US Special 301, and of raising WTO disputes 
by the objecting countries — particularly USA and EU - to 
force not only many ‘developing nations’, but even US 
Congress to avoid or delay introduction/retention of any 
effective public interest safeguards or society’s rights in their 
patent laws. Several bills introduced in US Congress for the 
purpose have been, and are being, obstructed by the 
powerful lobbying and media campaign by the MNCs.' 


5.17 Recently on 23.09.1999, while introducing the Bill — 
“Affordable Prescription Drugs Act” - in the US House of 
Representatives, Mr. Brown, supporting the Bill stated: 


Extracts from speech: 


“The American public is right to wonder why is Congress not 
doing something about that. The simple reason is our threats 
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from the drug companies. The drug companies say, if you do 
not leave drug prices alone, we will not produce any new 
drugs anymore. 


I belveve it is time that we use market forces, by that I mean 
good old-fashioned American competition, to challenge that 
threat. We can introduce more competition in the prescription 
drug market and still foster medical novation.” 


“If a drug price is so outrageously high that it bears no 
resemblance to pricing norms for other industries, the Federal 
Government could require drug companies to license their 
patent to generic drug companies.” 


“This 1s not some brand new, untried proposal. Product 
licensing is done in France. It has been done in Canada. It is 
done in Germany. It is done in Israel. It is done in 
England.” 


5.18 The US MNCs directly, and through US Trade 
Representative, exerted tremendous pressure on the South 
African Government and Parliament. The US Ambassador 
also addressed a letter to S.A. Parliamentary Committee for 
Health, expressing that the US government was “gravely 
concerned over the public policy implications of a law which would 
infringe on the intellectual property rights of a patent holder, for 
even the best of reasons, especially if the power to undertake such 
action is vested in a single individual.” The Chairman, Senate 
Foreign Relations Committee, even suggested delaying 
ratification of a tax treaty between USA and S.A. till the Bill 
was amended. American Chamber complained that the Bill 
sets a dangerous precedent and indicated to the 
international investor that their I.P. assets were still at risk at 
South Africa. 


European Commission admits contradictory stand 


5.19 (1) Admitting its contradictory stand, the European 
Commission attempted to explain and justify it in its 
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communication COM(93)718 dated 2nd March 
1994, addressed to European Parliament: 


“In the Communication the Commission had addressed the 
problem created by the competition between two important 
interests. On the one hand, there was an economic need to 
maintain and strengthen the international competitiveness of 
the European pharmaceutical industry. On the other hand, 
however, there was a social welfare need to obtain the best 
value from social security and health services which are paid 
for out of the public purse.” 


(12) 


(111) 


(wv) 


[Source — Paragraph 4.21(d) — Panel Decision] 


EU’s admission about contradictions reflects the 
conflicts - between what it accepts as desirable in 
public interest and development of generic 
industry, and the stand it is required to adopt 
internationally to support its research based 
pharmaceutical industry. This contradiction is 
most glaringly visible in the record of the 
Canada case. 


EC was obliged to raise a dispute before the 
WTO/DSB Panel in respect of Canada’s 
regulatory exception clauses (Bolar type), 
though EU’s Parliament itself had adopted 
Resolutions strongly recommending adoption 
of such measures for EU member countries 
for the benefit of consumers and_ generic 
industries. 


The objections were based on the ground 
that Articles 27, 28 and 30 of TRIPS, did not 
permit such exceptions, though European 
Parliament had between 1993 and 1998 itself 
recommended such measures. 


The facts and circumstances of this matter 
briefly set out in Chapter 8 reveal the inherent 
conflicts and contradictions. 
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The inhuman treatment 


5.20 This objection compaign has been carried to the 
extreme in sub-Saharan Africa and South Africa, where the 
Governments are being prevented and obstructed by such 
pressure tactics from arranging for production § or 
importation of drugs under patent, badly required for 
treatment of millions of their poor citizens afflicted by life- 
threatening diseases like AIDS/HIV. This aspect has been 
considered in chapter 9 “on Disastrous Consequences”. 


D2! On studying the TRIPS Agreement in _ proper 
context, it will be apparent that MNCs’ objections are based 
on considerations other than correct interpretation of the 
relevant provisions of the TRIPS Agreement, and are devoid 
of reason, fairness, or equitable or human considerations. 


5.22 Intended to serve mankind by providing better 
drugs and treatment to improve the quality of life and 
prevent, control or treat diseases, the patent system is 
actually being used to block and defeat these purposes. 


5.23. These are nothing but deliberate dishonest 
distortions of truth intended to facilitate inhuman 
exploitation of the poor and suffering millions to satisfy the 
insatiable greed of the pharma MNCs. These are very harsh 
words, but the true facts, and the conduct of the objectors 
are even more shocking. The undisputable facts and legal 
references set out above and in the subsequent parts of this 
book speak for themselves. 


The burning issues 


5.24 In light of these facts and circumstances the reader 
is left to enquire and judge for himself: 


(1) What good is research if its benefits are 
confined to the fortunate few, and denied to 
the dying or diseased millions for 20 long 
years? 
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(%) Can any welfare state be asked to frame or 
enforce a law which obstructs and denies to 
millions of its poor citizens suffering from life- 
threatening diseases like AIDS/HIV, right to 
procure drugs for treatment, under the pretext 
of protecting these? 


5.25 It is unbelievable but true, that the objecting 
countries have different standards or _ versions for 
implementing TRIPS - one for their own national law and 
another for other countries. Shocking as it is, this duality 
of approach, is not based on any bonafide interpretation 
of TRIPS. In fact it is opposed to TRIPS, international law, 
basic human rights, reason, fairness and the established 
objectives of patent system. This duality of approach is 
adopted by them under pressure from their MNCs or to 
favour them, as can be seen from these undisputable 
references, more particularly those brought out in 
Chapters 6 to 9. 


Chapter 6 


Laws of objecting countries 


Contradiction as to flexibility 


6.1 The subject of compulsory licences and government 
and third party uses of patents, has always been a 
controversial one. Developed nations themselves also 
experience such problems and conflict, when they are 
required to regulate or control patent rights to provide for 
public interest matters in their own countries. At the 
international level, governments of developed countries — 
wanting their innovator industries to capture larger share of 
world market, -— insist on other countries — mainly 
‘developing nations’, restricting the scope and use of 
compulsory licence provisions. However, at the national level, 
the governments, wanting to develop domestic industries, 
trade and technologies, and to improve the living and health 
care and standards for their people, desire better access to 
technology availability of effective drugs in sufficient 
quantities, and at affordable prices. 


6.2 ‘This conflict of interests is also most glaringly visible 
from their own national patent laws, in respect of such 
national and public interest matters. The provisions for 
TRIPS compliance adopted by them in their own patent laws 
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are quite different from those they compel other countries to 
adopt and follow, under threats of raising WTO disputes or 
action under Special 301. 


6.3. The MNCs and G-7 countries have been projecting 
TRIPS to be an inviolable international commitment, which 
overrides all considerations of national priorities, public 
interests, third party rights and even the basic human rights. 
This approach has already been negatived by the Panel in 
the Canada case. However, even apart from the Panel 
Decision, this view and other objections based thereon, are 
not sustainable on consideration of the objecting countries’ 
own patent laws, which do not satisfy the Objectors’ 
requirements. 


6.4 While’ insisting on rigid’ application of 
TRIPS provisions by other countries, the objecting 
countries have treated TRIPS provisions as flexible for 
their own national laws. In its submissions before the 
Panel in the Canada case, US relied upon the flexibility of 
TRIPS Agreement:- 


“The context of Article 30 included other exceptions in the 
TRIPS Agreement that provided WTO Members a certain 
amount of flexibility in implementing the relevant provisions 
of the Agreement. For example, Article 31 in the patent 
section of the Agreement represented another limitation on the 
exclusive rights of patent holders. Article 1.1 also emphasized 
flexibility, and provided that “Members shall be free to 
determine the appropriate method of implementing the 
provisions of this Agreement within their own legal system 
and practice”.” 

[Paragraph 5.36(1)] 


6.5 ‘The flexibility is observed in post-TRIPS patent laws of 
some of the objecting countries as in force on Ist January 
1996, i.e. on the date fixed for TRIPS compliance by them. 
These laws contain provisions similar to — or more extensive 
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than — the objected provisions in so far as the same relate to 
the public interest matters including society’s rights. 


6.6 The US Statute 28 USC 1498, and the UK Patent 
Act 1977, Sections 48 to 58; German Patent Act Article 13; 
French Patent Law, Articles 613.16 to 613.19; (all of which 
continued to be in force even after Ist January 1996, reflect 
the same divergence in approach. These also provide clear 
evidence of the fact that the rights and remedy of the 
patentee are not absolute, and they are subject to societal 
obligations and rights of the States and third parties. The 
patentee’s rights get crystallised in claim for remuneration in 
the event of any use under any licensing or ‘use’ provisions. 


6.7. In USA, while few such measures are provided in 
separate statutes such as 28 USC 1498, the US Patent law 
title 35 USC itself, contains provisions like ‘march-in rights’ 
(35 USC 203);* preference for US Industry (35 USC 204);* 
and restrictions on licensing (35 USC 209);* and limitations 
on the type of remedy, provided under Section 271(e), which 
are inconsistent with their own negotiating position during 
Uruguay Rounds, as well as their post-TRIPS threats and 
actions particularly against developing nations. 


6.8 This fact is important to show:- 


(i) that the interpretation of TRIPS _ provisions 
suggested by them for others is_ materially 
different from the one they have actually 
implemented. The suggested interpretation 1s, 
therefore, ex-facie liable to be rejected; 


(1) that the developing nations can adopt and copy 
some of the provisions of the patent laws of 
objecting countries, which are best suited for their 


* These provisions relate to federally funded invention patents. But these are 
relevant to show importance of public interest provisions. 
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national interests. The objecting countries cannot 
object to such laws as TRIPS inconsistent; 


(wi) that the TRIPS Agreement is flexible. While 
reading or applying it, the principles and 
objectives set out in Articles 7 and 8 should be the 
guiding consideration; 


(iv) that each nation must consider itself free to read 
and apply the TRIPS Agreement as it best suits its 
national priorities and interests; 


(v) that the interpretation of TRIPS provisions by any 
nation, which is inconsistent with different from 
the one followed by it in its domestic law, should 
be rejected ex-facie. Such nations can hardly 
object to any other nation adopting a provision as 
per its own law. 


6.9 Some of the changes subsequently made in their laws 
are also at variance with the standards they expect the other 
countries to adopt. These show the different means adopted 
by different nations, to balance the interests of the nation 
and right holders. These could offer possible options for 
other countries to adopt. 


Relevant as ‘subsequent practice’ 


6.10 Reference to such laws may also be relevant and 
helpful as ‘subsequent practice’ for interpreting TRIPS as 
per established rules of interpretation of international 
treaties and Vienna Convention. The Panels’ observations 
regarding significance of “subsequent practice” in 
interpreting treaties, are interesting and instructive: 


“EC had noted that learned commentators had said that 
subsequent practice must be “concordant, common and 
consistent”. The EC took this as meaning that practice must 
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be “common to all the parties”. In the case of a multilateral 
agreement, such a standard would be extremely difficult, if 
not impossible, to satisfy. However, the standard was not as 
exacting as the EC contended. In Alcoholic Beverages, the 
Appellate Body had held that “concordant, common and 
consistent” meant a “sequence of acts or pronouncements 
which is sufficient to establish a discernible pattern implying 
the agreement of the parties” regarding the interpretation of 
the treaty. The emergence of a discernible pattern did not 
depend on the universal adoption of a practice. On the 
contrary, the discernible pattern standard was only intended 
to require the identification of something more than an 
“tsolated act”.!” 

[Paragraph 4.41(a)(i) — 2nd indent] 


6.11 The US Statute - 28 USC Section 1498 offers an 
example of the very wide and sweeping powers assumed by 
the government, overriding all provisions and norms 
prescribed by TRIPS Agreement. 


The following analysis shows how each of the TRIPS 
requirements is disregarded. 


The US Statute 28 USC 1498 (relevant extracts and as in 
force in 2000 A.D.):- 


6.12 The national interests, regardless of TRIPS provisions, 
appears to be the rationale, logic and the basis on which the 
US Statute 28 USC 1498 is designed, as can be observed 
from the following analysis:- 


Relevant Extracts of Section 1498. 


“(a)Whenever an invention described in and covered by a 
patent of the United States is used or manufactured by or 
for the United States without license of the owner thereof 
or lawful right to use or manufacture the same, the 


1 Japan - Taxes on Alcoholic Beverages (WT/DS8/AB/R, WT/DS10/AB/R, 
WT/DS11/AB/R), pp. 12-13. 
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owner's remedy shall be by action against the United 
States in the United States Court of Federal Claims for 
the recovery of his reasonable and entire compensation for 
such use and manufacture. 


Reasonable and entire compensation shall include the 
owner’s reasonable costs, including reasonable fees for 
expert witnesses and attorneys, in pursuing the action if 
the owner is an independent inventor, a nonprofit 
organization, or an entity that had no more than 500 
employees at any time during the 5-year period preceding 
the use or manufacture of the patented invention by or for 
the United States.” 


“For the purposes of this section, the use or manufacture 
of an invention described in and covered by a patent of 
the United States by a contractor, a subcontractor, or any 
person, firm, or corporation for the Government and with 
the authorization or consent of the Government, shall be 
construed as use or manufacture for the United States.” 


28 USC 1498 and TRIPS 
6.13 28 USC 1498 - analysed: 


empowers US Federal government to use the 
patented invention without authorisation of the 
right holder, for the United States; 


the government may use or manufacture the 
invention (7.e. local production permissible); 


the government may authorise a contractor, a sub- 
contractor or any other person, firm’ or 
corporation to make such use or manufacture — any 
such use made by any such person shall be taken to 
be use by the US; 

(right to licence — same as owners) 
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there is no obligation to first approach the owner 
of the patent for his licence to use; 


there is no obligation to inform the patent owner 
before or after such use; 


the patent owner has no right to object to or stop 
such use; 


the patent owner ‘is entitled only to receive 
reasonable and entire compensation by applying to 
the Court in USA; 


there is no special provision for information or 
other mode of claiming and _= receiving 
remuneration for a foreign patent owner. He will 
also have to make a claim in US Court; 


as per the 1996 amendments, such Court costs are 
recoverable only by NGOs and small entities. This 
would mean that foreign patent owners would be 
discriminated against, and virtually prevented 
from making any claim; 


there is no clause for termination of the use. 


28 USC 1498 violates Article 30 of TRIPS 


6.14 28 USC 1498 permits use and authorisation for use 
without authorisation of the right holder. As such, it involves 
violation of exclusive rights granted to the patentee by 
Article 28. The question arises whether it can qualify as an 
exception to the exclusive right to claim the benefit of 
Article 30. (Chapter 12) The answer can only be in the 
negative, because:- 


(1) neither the use nor the power is limited in any 


manner. The scope is not limited to any purpose, 
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period, the type of inventions or products, any 
necessity or urgency or public interest. In fact, no 
reason or purpose is prescribed to justify the use or 
authorisation. The use and the authorisation are in 
absolute terms; 


there is a direct- and total conflict with normal 
exploitation of the patent by the patent owner and 
is bound to prejudice his legitimate interests; 


28 USC 1498 cannot, therefore, qualify as permissible 
exception under Article 30. 


28 USC 1498 violates Article 31 of TRIPS 


6.15 Since 28 USC 1498 provides for the use of the 
invention without authorisation of the right, holder. This 
directly falls within the scope of Article 31. (Chapter 13) It 
has to satisfy the requirements of Article 31, but it fails to do 
so in respect of each of the conditions or requirements of 
Article 31: 


(a) Authorisation of such use is not on individual merits. It 


(b) 


is not on case to case basis. There is no prior 


enquiry. 
(violation of Article 31(a)) 


There 1s no provision for making any efforts to obtain 
authorisation from the right holder before use or 
even after commencing use. 


Does not stipulate any ground or public interest 
purpose or national emergency or _ other 
circumstances of extreme urgency or public non- 
commercial use as the justification for such use or 
authorisation. In fact, the powers and scope are 
unrestricted. 


Does not even provide for any subsequent 
notification to the right holder. 
(violation of Article 31(b)) 
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(c) The scope and duration of such use are not at all 
limited, much less by reference to the purpose. 
(violation of Article 31(c)) 


(d) There is no requirement that such use shall be 
non-exclusive. 
(violation of Article 31(d)) 


(e) There is no requirement that the use shall be non- 
assignable. 
(violation of Article 31(e)) 


(f) There is no provision limiting use for the supply of 
domestic market. 
(violation of Article 31(f)) 


(g) There is no provision for termination, whether the 
circumstances are ceased or otherwise. 
(violation of Article 31(g)) 


(h) The right holder is entitled to recover “the 
reasonable and entire compensation” by filing 
an action by US Court against US Government. 
(Article 31 requires direct payment of adequate 
compensation without having to make any claim or 
seek orders from US Court.) —- The problems and 
costs of filing and pursuing claims for remuneration 
in US Court would virtually debar foreign patent 
owners from making any claim. This in effect would 
mean failure to provide remuneration. 

(violation of Article 31(h)) 


(1) No judicial or independent review is provided in 
respect of such use or authorisation. 
(violation of Article 31(i)) 


(j) Same as above. 


(k) The use is not linked or dependent on any anti- 
competitive practices. 
(violation of Article 31(k)) 
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(1) It is not related to exploitation of any second 


patent. 
(violation of Article 31(1)) 


This clearly shows that each one of the requirements 
prescribed by Article 31 is violated by 28 USC 1498. 


28 USC 1498 and Article 5A 


6.16 Article 5A (2) and (4) (Chapter 15) are provisions for 
compulsory licences and do not refer to government use. 
Further, the powers and provisions of Article 5A (2) and (4) 
can be invoked only in the event of abuses. Powers under 
28 USC 1498 are available independently of any abuse 
situation. In fact, 28 USC 1498 does not require or depend 
on any such abuses. Therefore, 28 USC 1498 cannot be 
justified on basis of Article 5A. 


28 USC 1498 violates Article 3.1 of TRIPS 


6.17 Article 3.1 requires each member “to accord to the 
nationals of other members treatment no less favourable than that it 
accords to its own nationals with regard to the protection of 
intellectual property...... ”. As mentioned above, by requiring 
claims to be made in US Court for receiving remuneration, 
the nationals of other countries are given less favourable 
treatment. There is clear violation of Article 3.1. 


6.18 The non-discrimination clause of Article 27.1 
(Chapter 10) is considered to be applicable to government/ 
crown uses. The MNCs and USA have been objecting to 
patent law provisions of other countries, requiring local 
production. However, under 28 USC 1498, the US 
Government has reserved powers to manufacture or allow 
others to manufacture. There is direct contravention of 
Article 27.1 as per their own stand. 
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Crown uses in UK Act 1977 (as in force in 2000 A.D.) 


6.19 U.K. Patent law also contains provisions which appear 
to be in conflict with TRIPS requirements. The under- 
mentioned passages from the “TERRELL ON THE LAW OF 
PaTeNTs” (15 Edn. — 2000 A.D.) at Pages 547 & 548 explain 
the scope and implications of the ‘crown use’ under the 
UK Act: | 


“Use for the services of the Crown is use by members of such 
services in the course of their duties. Thus, the use of patented 
drugs in the treatment of National Health Service hospital 
patients has been held to be use for the services of the Crown. 


As Duplock L.J. (as he then was) said in the Court of Appeal 
in the Pfizer case: 


“An act is done for ‘the services (or service) of the Crown’ 
if it 1s for the purpose of the performance of a duty or the 
exercise of a power which 1s imposed upon or vested in the 
executive government of the United Kingdom by statute or 
by the prerogative. ......... x 


“Section 56(2) of the 1977 Act lists three matters that are 
included within the meaning of “the services of the Crown”, 
namely the supply for foreign defence purposes, the 
production or supply of specific drugs and medicines and 
matter relating to the production or use of atomic energy or 
research connected therewith.” 


“The authority may be given either before or after the patent 
is granted and either before or after the acts authorised are 
done. Retrospective authority takes away any cause of action 
which may have existed and substitutes a right of 
remuneration under section 55(4). The sale of a patented 
article to a government department for the services of the 
Crown is a “use” of the patented invention which may be 
authorised by that department. The Crown may also sell to 
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anybody patented articles made pursuant to an authority 
given by a government department when these are no longer 
required for the purpose for which they were made, and the 
purchaser of such articles and any person claiming through 
him may deal with such articles freely, as though the patent 
were held by the Crown. During a period of emergency very 
wide powers are conferred on the Crown.” 


It will be noticed that the ‘crown use’ provisions cannot be 
said to satisfy any of the requirements of Article 31 and that 
special provision is made for “production or supply of specified 
drugs and medicines”. 


Exceptions to Article 28 rights 


6.20 Though expressed in absolute terms in Article 28, the 
exclusive rights of patentee have always been treated as 
subject to certain universally accepted and _ implied 
exceptions. Though there are no such express provisions, all 
the parties before the Panel, and also the Panel, have 
accepted these as inherent or implied exceptions to the 
exclusive rights under Article 28. These exceptions are: 


(a) experimental use and scientific research; 
(e.g. UK Act — Section 60; Japanese Patent Act — 
Section 69 (i) exempts the working of the invention 
for the purposes of experimental work - U.K. 
Patent Act 1977, section 60 and similar provisions 
in patent laws of several countries provides such 
exceptions. 


(b) private non-commercial uses; 
(1) German Patent Law (updated upto February 
1996) — Art. 11: 


“11. The effects of a patent shall not extend to: 


1. acts done privately and for non- 
commercial purposes,” 
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(wu) U.K. Patent Act — Section 60(5) treats an act 
“done privately and for purposes which are not 
commercial” as non-infringement. 


(2) French Patent Law (updated upto August 1998) 
— Article L-613-5: 


“The rights afforded by the patent shall not extend to: 


(a) acts done privately and for non- 
commercial purposes; 


(c) ‘prior use’. 
(i) UK Act, 1977 — Section 64 
(ii) Australian Patent Act — Section 119 
(iii) Japanese Patent Law - Section 69. 


Such exceptions are found in patent laws of almost all 
countries, and have also been referred in the Canada case. 
(Emphasis added) 


Exceptions for non-commercial uses 


6.21 Article 28 as worded, covers all uses — commercial as 
well as non-commercial. On a plain reading there is 
nothing in Article 28 to suggest that non-commercial uses 
can be excluded from purview of exclusive rights to be 
granted. However, some countries have restricted exclusive 
rights to commercial uses only. 


(1) Japanese patent law restricts exclusive right to 
‘commercial uses’ (as amended in 1998) 


Japanese Patent Law by Article 68 _ restricts 
exclusive rights only to ‘commercial uses’. As a 
corollary to this, Section 101 also restricts scope of 
infringement only to unauthorised uses %n course of 
trade’. This means that all non-commercial uses, or 
uses, which are not in course of trade, are excluded 
from exclusive rights. 
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Article 68: 


“A patentee shall have an exclusive night to commercially 
work the patented invention......... . 


Article 101: 


“The following acts shall be deemed to be an 
infringement of a patent right or exclusive license: 


(j) in the case of a patent for an invention of product, 
acts of manufacturing, assigning, leasing, importing 
or offering for assignment or lease of, in the course 
of trade*, article to be used excluswvely for the 
manufacture of the product; 


(k) in the case of a patent for an invention of a process, 
acts of manufacturing, assigning, leasing, importing 
or offering for assignment or lease of, in the course 
of trade*, article to be used exclusively for the 


working of such invention.” 
(Emphasis supplied) 


Denmark Patent Law (updated upto February 
1997) - 


Sections 1(1) and 3(3)(I) - 

“I(1) Any person who has made an invention which is 
susceptible of «industrial application, or his 
successor in title shall, in accordance with this Act, 
have the right on application to be granted a 
patent for the invention and thereby obtain an 
exclusive right to exploit the invention 
commercially.” 


“3(3) The exclusive right shall not extend to: 


(1) acts done for non-commercial purposes.” 
(Emphasis added) 


(*Note: ‘in the course of trade’ would imply ‘commercial use’.) 
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(122) Israel Patent Law (updated upto October 1998) — 
Section | — 


“exploitation of an invention” — 


but exclusive of any of the following: 


(1) an act that is not on a commercial scale and is 
not commercial in character; 


(2) an experimental act in connection with the invention, 
the objective of which is to improve an invention or to 
develop another invention.” 

(Emphasis added) 


Such limitations or exceptions to exclusive rights under 
Article 28 clearly show that Article 28 is not absolute. It 
is to be treated as flexible to suit each country’s own 
requirements. 


Re-Non-Discriminatory Clause under Article 27.1 


6.22 Article 27.1 contains the non-discriminatory clause, 
(‘N.D. clause’ for brevity), which reads: 


ice. patents shall be available and patent rights enjoyable 
without discrimination as to the place of invention, the field 
of technology and whether products are imported or locally 
produced.” 


(Detailed references in Chapter 11) 


MNCs' objections are based on the presumption that Article 
27.1 is mandatory and absolute, overriding all other 
considerations, including the Preamble, objectives and 
principles in Article 7 & 8 of TRIPS. However, following 
extracts from patent laws of some of the countries, shows that 
such provisions are made for inventions in specific field of 
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technology — mainly pharma products. These references 
show that their contentions are not well founded. Even 
otherwise MNCs' contentions are not supportable having 
regard to their own laws. 


(i) Differentiation on ground of technology — special 
provisions for pharma patents 


(a) Extension of term of pharma patents beyond 
20 years — 


European Union - 


EEC Regulation No. 1768/92 dated 28.6.92 
(currently in force). 


The benefit of extension of patent term 
under this Regulation is granted only to 
medicinal products. The regulation 
continues to be effective and binding on, 
and respected by, the EU member 
countries even after the TRIPS Agreement. 


UK Patent Act 1977 — 


Schedule 1 - Paragraph 4A provides for 
extension of term only for patents for 
medicinal products. 


Section 55(1)(a)(ii) and Section 56(11)(b) 
and 56(4) makes special provisions only 
for inventions relating to drugs and 
medicine. 


US Statute 35 USC 155A and 35 USC 156 
provide for extension of term only for 
products relating to drugs and medicines 
and biological products. 


Other countries like, Israel, Australia, 
Singapore, South Korea, New Zealand 
and others have made special provisions 


(b) 


(Cc) 


(d) 
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for extending the term of patents in respect 
of imventions relating to drugs and 
medicines. 


Regulatory trial exempted for pharma patents 


Exceptions for use of patented invention for 
regulatory trials for drug and biological during 
patent term. 


— US Statutes - 35 USC 271 (e) 
— Canada Patent Act - Section 55 (2)(i) 


— Israel Patent Law —- Section 54A 


Special remedies for pharma patents 

US Statutes - 35 USC 271 (e) —- benefit 
extended only in respect of drugs and 
medicines and biological products. 


Remedy restricted only to compensation and 
no injunctive and other reliefs. 


Licences/Government use for pharma patents 


For patents relating to medicines 


— US Patent Law - 35 USC 203(b) authorises 
grant of licences, where action is necessary 
among others to alleviate health or safety 
needs; 


— French Patent Law (upto January 1998) - 
ex-officio licences under Article 613.16 
only in respect of drugs and medicines. 


— Israel Patent Law - Article 120 — (upto 
January 1998) compulsory licences for 
drugs and medicines. 
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(ii) Special provisions for patents for inventions 
relating to space research and atomic energy. 


US Code - 42 USC 2457 - makes special 
provisions for applications for patents relating 
to space research. The Commissioner of 
Patents is barred from issuing any patent to any 
applicant other than Administrator for any 
invention which appears to have significant 
utility in the conduct of aeronautical and space 
activities. The application may be granted only 
after holding an elaborate enquiry by a Special 
Board if the finding is in favour of the 
applicant. 


Many countries have made special provisions in 
respect of patents for atomic energy related 
inventions. US Code 42 USC 2183 (infra) — 
makes special provision for atomic energy 
related patents. 


(11) Differentiation on ground of place of production 
(working) 


Israel — Article 119 — updated upto January 
1998 (Reproduced in Appendix II) 


Australia - Section 135 - updated upto 
January 1998 (Reproduced in Appendix IT) 


(EU) Community Patent Convention - 
Aricle 46 (Reproduced in Chapter 11) 


Article 31 — State use/compulsory licences to comply with 
Article 31 requirements (Chapter 13) 


6.23 The state/crown uses of patents contained in patent 
laws of different countries also appear to be assertion of the 
rights and powers of the state to use the patent as an 
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exercise of sovereign powers or as a matter of right and in 
consideration of the patent grant. The patent holder is only 
entitled to receive reasonable remuneration for such uses. In 
this context, reference may be made to Sections 55 to 58 of 
UK Patent Act (see Appendix), which also provide for use of 
the patented invention “without the consent of the proprietor of 
the patent”. These entitle the right holder to receive 
reasonable remuneration, but do not provide for any 
opportunity to patent holder to raise any objection 
regarding the proposed use or user. 


6.24 Such provisions are ‘government use’ ‘without 
authorisation of the nght holder’ within the meaning of 
Article 31 (first part), and are required to ‘respect’ the 
requirements and conditions of Article 31. According to 
MNCs’ objection, strict compliance with these provisions is 
mandatory. 


6.25 However, the conditions and requirements of 
Article 31 of TRIPS are not satisfied in respect of the 
following provisions of Post-TRIPS patent laws of the 
objecting countries: 


(a) US Statutes 


— 28 USC 1498 (as in January 2000) (Repro- 
duced and analysed below) 


— 42 USC 2183 -— Atomic Energy 


Under this law, the Atomic Energy Commission 
is empowered to declare that a patent is 
“affected with the public interest” after giving an 
opportunity for a hearing to the patent owner. 
After such a _ declaration is made, _ the 
Commission can authorise the issue a non- 
exclusive licence to any person authorised 
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under the Chapter. This provision is similar in 
its implications to Section 48(1)(b) read with 
46(3) of UK Act 1977, endorsing a patent as 
licences of right after holding an enquiry and 
also ex-officio licences under Article L.613-18 
of French Law. 


US Laws 


— 35 USC 203 - March-in rights applicable only 
to funding agreements. 


Licences can be allowed under this provision 
for failure of the right holder of the patent to 
take effective steps for use within reasonable 
time or to alleviate health or safety needs or for 
requirements of public use. 


U.K. Patent Act 1977 (Updated upto July 1999) - 
Sections 55 to 58 - reproduced in Appendix II 


French Patent Act 1992 (Updated upto January 
1999) 


— Article L.613-16 to L.613-20 (Reproduced in 
Appendix IJ) 


(d) Australia — Patents Act 1990 (Updated upto September 


(é) 


1996) - 
Section 161 to 172. 


(Section 163, 171 and 172 - Reproduced in 
Appendix IJ) 


Germany - Patent Act (as on 1.1.1996) - 
Section 13. (Reproduced in Appendix II) 


Israel — Patent Act (Updated upto October 1998) 
Section 104 to 111. 


(Articles 104, 105 and 106 - Reproduced at 
Appendix II) 
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It is reported that recently Israel Patent Act has 
been amended in respect of compulsory licences. 
The text of such amendments is not available. 
However, the fact remains that the Articles 104, 
105 and 106 remained unchanged till end 1999 
despite 1998 amendment. 


Non-infringement and no preventive injunction (exception 
to Article 27.1) 


6.26 USA has adopted special means in its patent law. 
Section 271(e) stipulates that making, using, offering to 
sell, or selling or importing certain specified products, 
solely for uses reasonably related to regulatory trials for 
FDA approval, shall not constitute infringement. It also 
provides that in case of any infringement of any patent 
relating to such product, “no injunctive or other relief may be 
granted, which would prohibit the making, using, offering to sell, 
or selling within the United States or importing into the United 
States” and only monetary relief would be allowable. In 
Canada case, the Panel has taken the view that similar 
provisions of Canada’s Patent Act do not violate Articles 27 
or 28 of TRIPS. 


6.27 Analysis of US Law - 28 USC 1498; UK Patent Act 
1977 — Sections 48(1)(b) and 48A(1), and French Patent Act 
— Article 613-16 (see Appendix II) clearly bring out not only 
their variance with objectors’ version, but even inconsistancy 
with Articles 27 and 31 of TRIPS. 


Section 48(1)(b) read with Section 46(3), and Schedule 1 
Paragraph 4(2)(c) provide for licences of right for class of 
patents relating to drugs and medicines. (Reproduced in 
Chapter 16) 


6.28 It will be apparent from the references from post 
TRIPS patent laws of some of the objecting countries that it 
is possible and permissible under TRIPS to provide adequate 
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safeguards for public interest, and that neither article 27, 
nor article 31, of TRIPS comes in the way. Read, understood 
and applied correctly, the TRIPS Agreement does permit 
protection and promotion of public welfare. It is the wrong 
interpretation of TRIPS by the MNCs and the objecting 
countries, which has created the confusion and controversies 
about its implications and enforcement. The objecting 
countries employ double standards, one for their own 
national patent laws, and the other, they want and force 
other nations to adopt. 


Chapter 7 


Objectors' wrong interpretation of TRIPS 


7.1. The MNCs’ objections are not based on correct 
interpretation or application of the TRIPS Agreement. Some 
of the points being argued in support of these objections are 
the same as those canvassed by EU support of its case in the 
Canada case. Most of EU’s arguments on such points have 
been disbelieved by the Panel. 


7.2. The record of the case is helpful in understanding 
some of the common issues. However the record of the case 
is helpful in understanding some of the common issues like 
scope and implications of the Preamble, and Articles 7, 8, 
27.1, 28 and 30 of TRIPS, which are often cited as objections 
to proposals for legislative or administrative measures for 
effective public interest provisions through society’s rights 
and remedies including compulsory licences. 


7.3. The extracts from the report of the Canada case set 
out below, containing summary of the arguments advanced 
by the parties before the Panel and its observations thereon, 
relating to interpretation of the scope and implications of 
the preamble, objectives (Article 7), principles (Article 8), 
non-discrimination clause of Article 27.1, scope of patent 
rights as per Article 28 and the limited exceptions to 
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exclusive rights permissible as per Article 30, are helpful in 
meeting the MNCs’ objections. 


7.4 The EU’s arguments in the Canada case were mainly 
in respect of the following points and the MNCs’ objections 
are also based on similar grounds. 


(i) The exclusive rights to be provided for patent 
owners under TRIPS are to be respected and 
protected strictly. 


(iz) The considerations of public interest in 
objectives and principles prescribed by Articles 7 
and 8 are subordinate to patent rights. 


(2) The exclusive rights under Article 28 are 
absolute and inviolable. 


(iv) The non-discrimination clause of Article 27.1 
prohibiting member countries from making any 
provisions, which discriminate against the 
availability or enjoyment of patent rights on 
basis of place of invention, place of production 
or the technology, has to be strictly followed. 


These matters were argued before the Panel in the Canada 
case. After considering these, the Panel has rejected these 
arguments. The MNCs’ objections are based on _ similar 
interpretations of, and arguments on, the Preamble, Articles 
7, 8, 27, 28, 30 and 31 of TRIPS Agreement. EU’s case that 
patent rights as per 27 and 28, and Article 31 provisions 
have to be read and implemented as over riding the 
objectives, principles and _ public interest safeguards 
contained in the Preamble, Articles 7, 8 and 30 — were 
negated by the Panel. 


7.5 The Panel’s interpretation of these provisions and 
the reasoning for such rejection, as well as references to 
some of the errors in EU’s interpretive approach are brought 
out in the following passages. 
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7.6 The interpretation of TRIPS projected by the MNCs 
and the G-7 countries, is erroneous. The established rules of 
interpretation of international treaties, are disregarded by 
them. Some of the provisions are read by them in isolation 
or out of context; ignoring the objectives and principles of 
TRIPS Agreement, the contextual references of other 
provisions of Trips; and even the fact that such reading 
would lead to some of the other important provisions — 
including the objectives, redundant and inutile. They also 
refer to the negotiating history of the TRIPS Agreement 
to confuse the issues and to justify such erroneous 
interpretation. 


7.7 In the decision, the Panel has referred to these 
errors, and has given its own views on these provisions in the 
following passages: 


(.) | EC gave primacy to patent exclusive rights over 


“The EC’s interpretative approach sought to elevate the 
exclusive rights of a patent holder to a position of primacy 
over every other interest in society, thereby depriving not only 
Article 30, but also Articles 7 and 8.1, of any significance or 
practical effect.” 

[Paragraph 4.41] 


(2) EC’s approach compartmentalised — faulted 
Objects and purposes of TRIPS to be considered 


“The EC’s effort to apply Article 31 of the Vienna Convention 
involved an attempt to subdivide the single, imdivisible 
principle of Article 31.1 into discrete compartments. The EC 
tried to draw a distinction between a treaty’s “context”, on the 
one hand, and tts “object and purpose” on the other, in an effort 
to argue that the “ordinary meaning” of terms could not be 
overridden by considerations of “object and purpose”. 
However, Article 31.1 (Vienna Convention) required that the 
terms of a treaty be given their “ordinary meaning [...] in their 


context and in light of [the treaty’s] object and purpose”.” 
[Paragraph 4.41(a)] 
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(wi) Holistic approach— TRIPS and WTO 
Agreements as contextual references 
“Moreover, Article 31.2 (Vienna Convention) made it clear 
that the context of a treaty was tts whole text, including the 
preamble and annexes. Consequently, all of the TRIPS 
Agreement, as well as the Marrakesh Agreement Establishing 
the World Trade Organization, of which the TRIPS 
Agreement was a part, must be considered when interpreting 
one of its provisions, not for the purpose of overriding the 
“ordinary meaning” of the provision but rather in order to 


establish what the ordinary meaning was.” 
[Paragraph 4.41(a)] 


(tv) EC's approach wrong. Re: Article 7 


“The EC had not indicated how its proposed interpretation of 
Article 30 of the TRIPS Agreement took any account of 
“context”. They had continued to rely on a reading of the 
words of Article 30 in 1solation, and to avoid any discussion 
of why Article 7 of the Agreement had been included in the 
Agreement.” 


(v) “Given that “minimum nights” might nevertheless be 
subject to some form of limitation pursuant to Article 30, 
it was not clear how the EC’s argument answered Canada’s 
point that the first recital clearly contemplated limitations, 
by providing that “measures and procedures” to enforce 
rights should not “themselves become barriers to legitimate 
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trade”. 


(vi) “According to the EC, Article 7 provided no context for 
Article 30 because tt did not deal with the scope of the 
intellectual property rights defined in Article 28 but only with 
their protection and enforcement. This simply begged the 
question. What scope would there be for the Article 28 rights 


if they were not protected and enforced?” 
[Paragraph 4.41(a)] 
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(vw) Enforcement of Article 28 rights — consistently 
with Article 7 

“The scope of the intellectual property rights defined in 

Article 28 could not be divorced from their protection, because 

the scope, duration and enforcement of the right determined 

what the actual protection would be. 


Further, in addressing protection and enforcement, Article 7 
was dealing with the means by which the objectives of the 
TRIPS Agreement it described were to be achieved, i.e. it 
applied to both Parts II (standards) and III (enforcement) of 
the TRIPS Agreement.” 

[Paragraph 4.41(a)] 


(vi) Article 8.1 to be considered for Article 30 and 
TRIPS obligations 


“Canada wished to reiterate that the relevance it saw in the 
provisions of Article 8.1 was that Article 8.1 informed the 
inquiry into the meaning of “the legitimate interests of third 
parties” in Article 30. That was plainly a_ contextual 
consideration.” 

[Paragraph 4.41(a)] 


(ix) EC’s approach incorrect 


“The EC’s interpretation of Article 8 was one which robbed it 
of any meaning, since the EC suggested that the only 
operative words were those which required consistency with 
provisions of the Agreement other than Article 8 itself.” 
[Paragraph 4.41(a)] 
(x)  Panel’s view 
“While it was unnecessary for the purposes of the present case to 
determine the precise scope of Article 8, it was essential that it 
not be rendered meaningless. Canada’s approach, which 
appeared to be shared by Brazil, Cuba, India, Israel, Poland, 
Thailand and the United States as third parties to the dispute, 
recognized that the societal interests identified in Article 8 
might be protected by measures that met the standards of Article 
30, and that they were not always subordinate to the protection 
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of the intellectual property rights, as the EC argued. 
Consequently, Article 8 was relevant to a contextual 
interpretation of Article 30. Canada agreed with the EC that 
Article 8.1 provided that Members should not be subject to non- 
violation nullification and impairment when taking measures 
for the purposes set out in Article 8.1. This interpretation was 
consistent with Canada’s view, and that of a number of other 
Members, that Article 8.1 signalled that the societal interests it 
identified were to be taken into account in interpreting the scope 


of TRIPS obligations.” 
[Paragraph 4.41(a)] 


(x2) Principle of effectiveness - redundancy to be 
avoided 


“Importantly, the Appellate Body in Shrimps had based its 
decision on the finding that the panel’s interpretation would 
render “most, if not all, of the specific exceptions of Article XX 
inutile, a result abhorrent to the principles of interpretation we 
are bound to apply”. This was an application of the principle of 
effectiveness which, as the Appellate Body had held in Alcoholic 
Beverages, meant that “[a]n interpreter is not free to adopt a 
reading that would result in reducing whole clauses or 
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paragraphs of a treaty to redundancy or inutility”. 
[Paragraph 4.41 (a)] 


(x2) The EC’s error — reading in isolation 

“It was the principle of effectiveness which ultimately 
stood in the way of the EC’s effort to have the Panel 
construe the provisions of the TRIPS Agreement in 


isolation.” 
[Paragraph 4.41 (a)] 


(x2) Balance of rights and obligations under TRIPS 
IPR - not intended to be unlimited 

“The principle of effectiveness required that account be taken 

of both the contextual provisions, which indicated that 

intellectual property rights were not intended to be unlimited, 
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and the objectives provision, which made it clear that the 
TRIPS Agreement sought a balance of rights and 
obligations.” 

[Paragraph 4.41 (a)] 


(xtv) EQC’s error - reading Article 30 reducing 
Article 7, 8.1 and 30 ‘inutile’ 


“To fail to take those provisions into account, and to read 
Article 30 as uf it were intended that the TRIPS Agreement 
should be “neutral vis-d-vis societal values”, as the EC 
contended, would be to render Articles 7, 8.1 and 30 inutile. 
Such a result was not possible, as all parties to this 
proceeding, except for the EC and Switzerland, agreed.” 
[Paragraph 4.41 (a)] 


Thus Article 27.1 or Article 31 cannot be read or applied to 
render Article 5A(2) and (4) as ‘inutile’ or redundant. Each has 
a different intention, scope and field of operation. chapter 11, 
13 and 15 contains further discussion on this point. 


(xv) Articles 30 and 31 —- Different words and 
expressions — effect must be given 


“Articles 30 and 31 were not framed in similar terms and, as 
the Appellate Body had made clear in Alcoholic Beverages, 
due effect must be given to the distinction between different 
words and expressions.” 

[Paragraph 4.41 (a) (ii)] 


Applying this principle, the different words and expressions 
used in Article 31 of TRIPS “other uses without authorisation of 
right holders” and “compulsory licences” in Article 5A(2) and (4) 
of Paris Convention (forming part of TRIPS), are intended 
to cover different situations, rights and remedies. Effect has 
to be given to this distinction between different words and 
expressions. Article 31 provisions or conditions cannot be 
applied to compulsory licences for which distinct and specific 
provisions are made in Article 5A(2) and (4). This aspect is 
discussed in detail in Chapter 13. 
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(xvi) EC’s contradictory stand — re: Article 27.1 


“It was interesting to note that the EC had been obliged to 
modify its “across-the-board” interpretation of Article 27.1 in 
an effort to justify ws own “practising pharmacist’s 
exception”. In response to the relevant question from the 
Panel, the EC had contended that, because the exception 
responded to a “unique” situation, tt therefore lacked 
comparability and thus discriminatory character. If that was 
indeed a test for determining consistency with Article 27.1, 
Canada’s measures met that test.” 
[Paragraph 4.41 (a) (ii)] 
(xvtt) EC’s own approach - Article 27.1 - special 
provision for pharma_ products _non- 
discriminatory because of “good reason” 


“The EC had said that patent term extension for 
pharmaceutical products was not discriminatory because there 
was “good reason” for it, and had given the example of a 
measure which advantaged disadvantaged persons, such as 
the handicapped and the elderly. This rationale applied 
equally to Canada’s measures. There was good reason for the 
limited exceptions in Section 55.2(1) and 55.2(2) of the 
Canadian Patent Act, because they were clearly aimed at 
ensuring that necessary medicines were made available at 
competitive prices to those in need - the sick, the elderly, the 
physically and mentally disadvantaged - as soon as possible 
after patent expiry. On the EC’s own approach, then, the 
challenged provisions were not discriminatory.” 

[Paragraph 4.41 (a) (ii)] 


Adopting this reasoning, special provisions for compulsory 
licence/licences of right for drugs and medicines would not 
be hit by non-discriminatory clause of Article 27.1 because of 
“good reason”. 


(xvii) Article 28 — Scope in context of Article 7 


“The scope of the intellectual property rights defined in 
Article 28 could not be divorced from their protection, because 
the scope, duration and enforcement of the right determined 
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what the actual protection would be. Further, in addressing 
protection and enforcement, Article 7 was dealing with the 
means by which the objectives of the TRIPS Agreement it 
described were to be achieved, i.e. it applied to both Parts II 
(standards) and III (enforcement) of the TRIPS Agreement.” 

[Paragraph 4.41 (a)] 


Article 7 objectives have to be taken into consideration both 
for deciding the scope of Article 28 rights and applying the 
remedies. 


(xix) Societal interests’ under Article 8.1 


“Article 8.1 signalled that the societal interests it identified 
were to be taken into account in interpreting the scope of 
TRIPS obligations.” 

[Paragraph 4.41 (a)] 


(xx) Remuneration is the key 


“To be sure, the value derived from the exercise of exclusive 
marketing rights during the term of the patent 1s the key 
ingredient in the exploitation of a patent. 

[Paragraph 7.52] 
“The Panel considered that “exploitation” refers to the 
commercial activity by which patent owners employ their 
exclusive patent rights to extract economic value from their 
patent.” 

[Paragraph 7.54] 


Thus the different exclusive rights to be conferred as per 
Article 28 are intended to ensure economic value — monetary 
gain for the right holder. USA is probably the only country, 
which recognises patent owners’ right neither to work the 
patent nor allow others to do so. 


(xx1) Public interests — health policy recognised in 
TRIPS 


“According to the EC’s view, the TRIPS Agreement 
constitutes a recognition that patent systems serve the interest 
of the society, including the multiple interests of its health 
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policy. That being so, the patent rights granted by that 
Agreement, being a part of the balance of rights and 
obligations that governments have agreed to as beneficial, 
cannot be found to be adverse to, or in conflict with, the 


interests represented by general social welfare policy.” 
[Paragraph 7.62] 


7.8 It is thus clear that EC’s interpretive approach and 
reasoning — which also form the basis of MNCs’ objections are 
not based on established rules of interpretation of treaties. 
The Panel while referring to this faulted interpretative 
approach, has provided guidance for implementing TRIPS, 
particularly in respect of the Preamble, Articles 7, 8, 27, 28 
and 30 of the TRIPS Agreement. These views are relevant for 
protecting society’s rights. 


7.9 The issues raised, and provisions of Canadian Patent 
Act decided, in that case, related only to permitting use of 
patented inventions during the patent term for regulatory 
trials and also for stockpiling. The case did not relate to, and 
the Panel neither had jurisdiction or occasion, nor all the 
requisite parties or material, to comprehensively consider or 
decide the other TRIPS provisions relating to, compulsory 
licences, licences of right as per Article 5A(2) and (4); or the 
government or third party uses as per Article 31. Though, 
therefore, the Panel has referred to Canada’s views and 
acknowledgement on compulsory licences, these are only 
passing observations and are not considered views of the Panel. 


7.10 Nevertheless, the record of the case is helpful in 
understanding some of the common issues like scope and 
implications of the Preamble, objectives (Article 7), principles 
(Article 8), non-discrimination clause of Article 27.1, scope of 
patent rights as per Article 28, and the limited exceptions to 
exclusive rights permissible as per Article 30 of TRIPS. These 
provisions are often cited as objections to proposals for 
measures for effective public interest provisions through 
society’s rights, including compulsory licences. 


Chapter 8 


EU’s Contradictory stand 


8.1 As noted in previous chapters, the European 
Communities (EC) had raised a dispute before the WTO/ 
DSB Panel (# 1.14 supra) in respect of the regulatory review 
(Bolar Type) exception in the Canada’s Patent Act. Section 
55.2(1) of the Act permits generic pharmaceutical companies 
to use the patented invention during the patent term for 
obtaining a statutory approval for production and marketing 
of the patented product after expiry of the patent term. 


8.2 The following extracts from the Decision of the Panel 
(Paragraph 4.21(d)) bring out the contradictory stand of EU 
objecting to Canada’s patent law provisions, when E.C.’s own 
parliament had also considered it necessary and proper to 
adopt such measures. The facts, as brought out from the 
record of the case, show that during the entire deliberations 
at the highest level spread over almost five years from 1993 
to 1998, European Union itself did not find such proposals 
or provisions, specifically referring to medicinal products, to 
be objectionable or inconsistent with any of the Articles 27.1, 
28 or 30 of the TRIPS Agreement. 


(i) “(I)n its resolution of 19 November 1993 on public 
health policy after the Maastricht Treaty', the European 
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Parliament had asked the European Commission to look 
into whether it would be possible to encourage greater 
use of generic medicinal products.” 


(ii) “On 20 December 1995, the Council of the European 
Union, taking account of the Communication, among 
other things, had adopted a resolution which “[calls] on 
the Commission, in close cooperation with the Member 
States, to draw up, in the light of the guidelines in the 
Annex, a report concerning policy on generic medicinal 
products in the Member States of the European Union 
and in the other OECD countries, in particular the 
USA, Canada and Japan”. The report referred to in 
this Resolution had been issued on 20 December 1998 
(1995?) by National Economic Research Associates.” 


(2) “In the meantime, on 2 April 1996, the European 
Parliament’s Committee on Economic and Monetary 
Affairs and Industrial Policy had addressed the 
following demand to the Commission: ‘{...] 4. We 
demand that the Commission devote more attention to 
promoting competition im _ the medicine market, 
particularly by: [...] - promoting generic medicines with 
respect for the responsibility of the prescribing physician 
and for the life-span of the patent.” 


(tv) “This had soon been followed by the Resolution of the 
European Parliament, on 16 April 1996, which called 
for measures to be introduced to enable pharmaceutical 


1 The Maastricht Treaty increased the European Community’s role in public 
health and gave it a particular role in promoting health protection and disease 
prevention. 


2 Report on the Communication from the Commission to the Council and the 
European Parliament on the outlines of an _ industrial policy for the 
pharmaceutical sector in the European Community (COM(93) 0718 final - 
C3-0121/94); Committee on Economic and Monetary Affairs and Industrial 
Policy; A4-0104/96/PART 
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companies to begin, in advance of patent expiry, the 
necessary laboratory and regulatory preparations to 
obtain market authorization.” 


(v) April 1996 - EU Parliament resolves to 
introduce such measure 


Even the European Union recognized the salutary effect 
of such exceptions. In a report dated 2 Apmil 1996, 
(1996 ?) the European Parliament had considered that 
it would be necessary in order for the EU to compete in 
international non-proprietary, 1.e. generics, markets for 
measures to be introduced to exempt experiments and 
regulatory preparations required for the registration of 
generic pharmaceuticals, so that they could be marketed 
immediately after patent expiry. Consequently, on 
16 Apml 1996, the EU Parliament had adopted the 
following Resolution: 


“17. Considers that i order for the EU to be 
competitive im the growing European and 
international non-proprietary markets, measures 
should be introduced which enable pharmaceutical 
companies to begin, in advance of patent or 
supplementary protection certificate expiry, such 
laboratory experiments and regulatory preparations as 
may be required only for the registration of generic 
pharmaceuticals developed in the EU to be available 
on the market immediately, but only after the expiry of 
a patent or supplementary protection certificate for a 


proprietary product.” 


(vi) “The European Parliament had responded to the 
Commission’s Communication with a Resolution dated 
5 April 1999, which called upon the Commission to bring 
forward a proposal to complete the internal market in 
pharmaceuticals. The Resolution cautioned that, while 
the proposal should “provide an incentive to continue 
development of in-patent products”, the provisions put 
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forward by the Commission “should not restrict or 
prejudice generic medicines from entering the market”.” 


Dual and contradictory approach admitted 


8.3 Admitting the contradictory stand, the European 
Commission attempted to explain and justify it in its 
communication COM(93)718 dated 2nd March _ 1994, 
addressed to European Parliament: 


“In the Communication the Commission had addressed the 
problem created by the competition between two important 
interests. On the one hand, there was an economic need to 
maintain and strengthen the international competitiveness of 
the European pharmaceutical industry. On the other hand, 
however, there was a social welfare need to obtain the best 
value from social security and health services which are paid 
for out of the public purse.” 


8.4 However, yielding to the pressures of its research based 
pharmaceutical MNCs, European Union, instead _ of 
implementing this Resolution, adopted a @_ totally 
contradictory stand objecting to a similar provision in 
Canada’s Patent Act, raising a dispute before the Panel. It is 
significant that the Panel upheld Canada’s provision (Bolar 
type exception). 


8.5 The important thing to be noted is that EU did not find 
the proposal or its own Parliament Resolutions discriminatory 
or objectionable under Articles 27.1, 28 and 30, though these 
were specifically intended for patents for drugs and 
medicines. This Resolution clearly implies that such measures 
are consistent with TRIPS Agreement, including Articles 27 
and 30. The need to make such special provision for 
pharmaceutical products and generic pharma industry are 
expressly accepted. 
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8.6 The disturbing questions are: 


(2) 


(22) 


(112) 


If the MNCs and the objecting countries genuinely 
believed in the objectors’ version of the relevant 
TRIPS provisions — 


(a) why did they not amend their own patent laws 
in keeping with such beliefs? 


(b) why did they continue to pursue — and that 
too with vehemence — such objections against 
developing nations, even after their 
interpretation of the Preamble, and Articles 7, 
8, 27, 28 and 30 of TRIPS, was found to be 
erroneous and not tenable, by the Panel in the 
Canada Case, while millions are dying? 


Why did European Union, which is well informed 
on international law, adopt such obviously wrong 
interpretative approach as noted (chapter 7) in the 
Panel Decision in the Canada Case? 


When EU Parliament itself had passed a 
Resolution after due consideration on 18th April 
1996, (i.e. post-TRIPS) in support of EU 
Regulations, requiring/permitting regulatory trial 
exception (Bolar type), how, and why did it object 
to similar provisions in Canada’s Patent Act and 
file and pursue a dispute under WIO procedures? 


Chapter 9 


Disastrous Consequences 


The deliberate distortions 


9.1 The authoritative references cited in the previous 
Chapters leave no room for doubt or dispute that patent laws 
and particularly, the TRIPS Agreement, have to be 
construed and implemented, keeping in mind the objective 
of promoting peoples’ welfare and scientific research and 
development. The post-TRIPS patent laws of the objecting 
countries contain compulsory licences and government/ 
crown use provisions. The ‘Decision’ of the Panel in the 
Canada case, to which most of the objecting countries were 
parties, has also clarified that patents rights cannot prevail 
over Articles 7 and 8 objectives and principles. 


9.2 Despite this clear legal position, the MNCs' and the 
objecting countries have, on basis of the same arguments, 
continued to object and obstruct other countries taking 
effecting administrative or legislative measures, or providing 
effective compulsory licences to procure, produce or import, 
life saving drugs to treat even life-threatening pandemics 
like AIDS/HIV. 


9.3. Such objections have been carried to the extreme, with 
demonstrable disastrous consequences in the treatment and 
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control of the fast-spreading scourges of HIV/AIDS. The 
situation is grave, and if allowed to go uncontrolled, has the 
potential of wiping out large sections of population — the 


world over. 


9.4 The facts brought out in a MSF Publication dated 
6th July 2000, titled — “Access to Essential Medicines”, and 
in the Oxfam Publication “CUT THE COST” (February 2001) 
some of which are set out below, are most shocking : 


9.5 


9.6 


(1) 


(ii) 


(iii) 


(iv) 


Extracts from MSF Publication: 


“The lack of access to effective drugs in developing 
nations is part of a great HIV/AIDS public health 
crisis.” 


“Ninety five percent of people with HIV live in poor 
countries, and the vast majority do not have access to 
medicines that could prolong and improve their lives.” 


“In countries hardest hit by the HIV epidemic, life 
expectancy is 10 years lower today than at the 
beginning of the epidemic, and child mortality is 
expected to more than double in the next few years.” 


“Some 13 million children around the world have lost 
their mother or both parents to AIDS. The disease is 
also decimating young adults, the engine of developing 
country economies. In Malawi, for example, nearly a 
third of the country’s school teachers are infected with 
HIV.” 


Extracts from Oxfam Publication: 


(1) 


“According to the World Health Organistion (WHO), 
some two billion people in developing countries lack 
regular access to vital medicines. Moreover, infectious 
diseases do not respect national borders. The wider 
international community will also suffer from problems 
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associated with the failure to meet public-health 
challenges in poor countries, such as slow growth and 
increased poverty.” 


(ii)  “OJver the course of the next year, around 11 million 
people, most of them in developing countries, will die 
from preventable and treatable infectious diseases. This 
is the equivalent of 30,000 deaths each day. Almost 
half of the victims will be children under the age of 
five. The vast majority will be poor. Many millions 
more will suffer protracted bouts of sickness and 
disability, with devastating impact on levels of poverty 
and vulnerability.” 


(iii) “In Kenya, one quarter of the adult population 1s 
HIV-positive, but fewer than two per cent receive anti- 
retroviral treatment.” 


9.7 It is not as if these diseases are untreatable. Some of 
the drugs are known to be effective in reducing or 
postponing the effects. In case of pregnant women affected 
by these diseases, it may be possible to prevent their 
transmitting the disease to the foetus. It is the exorbitant 
price charged, which denies access to the treatment. 


9.8 “Data from the US illustrates that highly active antiretroviral 
therapy has reduced AIDS-related mortality by 75% and morbidity 


by 73% over a period of 3 years”.” 
[Source — MSF] 


9.9 “But the price of these treatments is such that only AIDS 
patients from wdustrialized countries can be treated. Yearly 
treatment cost ranges between US$10,000-US$15,000. GDP. per 


capita in developing countries ranges from US$140 to US$6,190.” 
[Source — MSF] 


9.10 “If the country (Kenya) were able to import the drug 
fluconazole, used in the treatment of cryptococcal meningitis 
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(an opportunistic infection associated with HIV/AIDS), from 
Thailand, it could reduce the annual cost of treatment from 
over US$3000 toUS$104. However, the patent holder for the 
drug, the Pfizer corporation, applied pressure to stop such imports 
taking place.” 

[Source - OXFAM] 


9.11 “More recently, pharmaceutical giant GlaxoSmithKline 
(GSK) has challenged importers of medical products in Ghana and 
Uganda. Their ‘crime’: seeking to import copies of the firm’s 
patented Combivir, an anti-retroviral for the treatment of HIV/ 
AIDS, at half the price of the brand-name product.” 

[Source —- OXFAM] 


9.12 “These are not isolated cases. The implementation of WTO 
patent rules is taking place against the backdrop of a sustained 
campaign led by the pharmaceutical industry which may well erode 
the public-health protection offered by safeguard provisions. This 
mdustry campaign has been led by the Pharmaceutical Research and 
Manufacturers of America (PhRMA), one of the world’s most 
politically influential and well-financed industrial lobbies. The 
primary source of PhRMA’s power is its influence over the office of 
United States Trade Representative (USTR), which has repeatedly 
backed its claims with the threat of trade sanctions under ‘Section 
301’ of national trade legislation.” 

[Source - OXFAM] 


We have already noted in Chapter 5, the overpowering 
influence PhRMA and US MNCs command and wield. 


9.13 Both South Africa and Brazil, have tried to implement 
their patent and other laws to bring some relief to their 
suffering millions. Since patent holders have refused to 
reduce the prices or to allow local production or imports by 
others of these drugs at affordable prices, the governments 
in these countries, have been under compulsion to take 
recourse to provisions of their laws, enabling such 
production or imports without authorisation of right 
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holders. They have decided to take recourse to special laws 
to provide such drugs, free of cost or at subsidised rates to as 
many of their citizens suffering AIDS/HIV, as possible. While 
South Africa has been trying to procure the required drugs 
by imports from other countries where the drugs are not 
under patent, Brazil has, with considerable — success, 
permitted indigenous production of such drugs. 


9.14 WTO Dispute against Brazil. In the meantime, the 
US Trade Representative has initiated dispute settlement 
procedure against Brazil for its patent law amendments 
permitting compulsory licences and local production. 


9.15 The MNC patent owners, and the government of 
objecting countries supporting them, claim that as per the 
provisions of TRIPS Agreement, the Government of South 
Africa cannot adopt any legislative or administrative 
measures permitting production or imports of such drugs 
from other sources, by issue of compulsory licences or 
otherwise. They filed a suit in Pretoria High Court to 
prevent them from doing so. 


Diplomatic efforts fail 


9.16 Efforts by UN Secretary General, WHO, UNAIDS, 
MSF, OXFAM, and pressures from Governments of several 
countries, failed to persuade the right holders to withdraw 
the objections or to slash down the prices of their patented 
products. They continued to obstruct licensing or imports 
for procuring such drugs from other sources. 


MNCs offer 85% to 90% reduction 


9.17 It was only after great persuasion and international 
diplomatic efforts by UN _ Secretary General, WHO, 
UNAIDS, South African Government and others, that the 
MNGS, who own these patents and manufacture these drugs, 
offered in September 2000, to provide such drugs in limited 
quantities to be supplied through Government agencies at 
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about 10% to 15% of their international prices. The 
quantities of drugs so offered at such concessional prices 
were too little, and burdened with such conditions, that they 
were of little help in meeting the formidable challenge. 


Compulsory licence, the remedy 


9.18 A well-known generic manufacturer from India made a 
widely publicised offer to supply such drugs at US$ 350 for 
one year treatment through MSF, and also made an open 
offer to accept compulsory licences. Apparently, worried that 
these offers would provide a good excuse and justification 
for the Government of South Africa to grant compulsory 
licences, the MNCs were left with no option but to offer to 
supply these drugs at concessional rates of about US$ 400 to 
600. The prices — US$ 10,000 to 12,000 could not be 
justified on basis of research costs, when the same MNCs are 
able to offer the same drugs at a fraction of such price. 


9.19 “The WTO patent regime for pharmaceutical products 1s not 
a future threat. It has already inflicted enormous damage. During 
1998 and 1999, the South African government faced the constant 
threat of trade sanctions from the USA. Its ‘crime’: amending its 
laws to allow importation of copies of patented anti-retroviral HIV/ 
AIDS drugs from generic-drugs suppliers. The copies cost less than 
one-half of the patented versions. More recently, GlaxoSmithKline 
(GSK) has challenged the legality of the imports of anti-HIV/AIDS 
generic drugs to Ghana and Uganda from India. HIV/AIDS affects 
over 25 million people in sub-Saharan Africa alone.” 

[Source —- OXFAM] 


9.20 “Failure to fundamentally reform the WTO's patent rules 
will threaten the lives of some of the world’s most vulnerable people 
by reinforcing the lethal interaction between poverty and ill-health. 
But the costs of ill-health do not stop at the household. Widespread 
sickness acts as a brake on economic growth, and denies children the 
opportunity to realise their potential in education. While poor 
households will bear the brunt of these costs, the consequences will 
extend beyond national borders. No country is immune to the spread 
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of infectious disease, or to the consequences of the poverty and 
inequality generated by ill-health. That is why the entire 
international community has a responsibility to ensure that world 


trade rules promote public health.” 
[Source - OXFAM] 


9.21 “At a time when millions of lives are at risk from newly- 
virulent diseases, and from the increasing drug resistance to old 
killers, trade rules threaten to make basic medicines even less 


affordable to the poor.” 
[Source —- OXFAM] 


Absurd & counter-productive 


9.22 The facts and circumstances set out above, are most 
shocking, and no civilised society can tolerate or support a 
regime, which obstructs the availability of drugs badly required 
to treat the suffering millions. It would be absurd even to 
suggest that the TRIPS Agreement intends, or can be 
construed or applied, to deny or withhold the benefit of 
patented inventions to all but a privileged few, for the entire 
20 year (or longer) term of the patent. The patent system is 
certainly not designed, and cannot be implemented, to benefit 
a few, keeping the vast majority out. If it is WTO or TRIPS, 
which are responsible for creating these, then such agreements 
and legal systems have to yield to the needs of the people. 


9.23 What is most shocking and reprehensible is that the 
problems are created, not by the TRIPS provisions, but by 
the deliberate and distorted misreading of it. The TRIPS 
objectives to prevent and control abuses of patent rights, are 
actually being misinterpreted and misapplied, to support 
and perpetuate heartless exploitation of the poor suffering 
millions facing sure death, by permitting and sanctioning an 
oppressive price regime, and by preventing production or 
importation of even vital life saving drugs, under compulsory 
licences. Contrary to the declared objectives (Articles 8.2) of 
protecting public health and of preventing the abuse of 
patent rights, the right holders are being supported in 
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perpetuating the worst abuses, by blatantly resorting to 
practices which unreasonably restrain trade, or adversely 
affect the international transfer of technology. 


Potential to exterminate millions 


9.24 The victims of AIDS/HIV are largely from the 
underfed, undernourished, poor millions in the developing 
nations. Many of those afflicted are women and children — 
the innocent victims. These diseases are reported to have 
already wiped out about one-fourth of the population in Sub- 
Saharan African countries, and is fast advancing to many 
other countries. 


9.25 In this context, it is significant that “Northern 
transnational corporations (TNCs) account for over 90 per cent of 
global patents on pharmaceutical products.” (OXFAM). The way 
these patents are being claimed and enfotced, they have 
become trade barriers. This means that 90% of the modern 
drugs are monopolised and access to these will be denied to 
more than 90% of the world population for 20 long years. 
This period would be subject to further extension by the 
MNCs resorting to the practice of ‘evergreening’, or of 
securing such patents for new formulations, new uses or new 
combinations of the same drugs. This is not imaginary. This 
is the actual experience, to which the world needs to wake 
up, and wake up fast. It is the MNCs, whose will prevails. 
MNCs are guided only by considerations of profit; and 
reason, fairness, good-conscience have no place in their 
scheme of things. 


Civilised society and laws protect the patents!! 


9.26 These recent events demonstrate the potential for 
abuse of patents, patent system and the TRIPS Agreement, 
and total misconception about patent law and owner's 
societal obligations. The very objects of TRIPS and the 
patent system are being defeated. There is total disregard of 
all norms of human values, fairness and reason. 
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9.27 This experience only highlights the need to establish a 
proper system for enforcement of society’s rights over 
patents. 


9.28 The vast number allowed to die and suffer in Sub- 
Saharan Africa during last 15 years, runs into millions. 
Worse still, and more cruel than the cruelty of such deaths, is 
the fact that the ‘civilised’ and ‘progressive’ society, nations 
and laws, have mutely stood by, and extended protection of 
laws to perpetuate such denials of basic human rights, in the 
name of promoting scientific research, technological 
progress, and even of providing healthcare to millions. 


Gross abuse of patent system 


9.29 No law can be designed, nor any government can 
tolerate or administer any such law, much less in a manner 
so very cruel and inhuman. It is blatant abuse, not only of 
patent rights, the patent system or the patent law, but even 
total defiance of the rule of law, Universal Declaration of 
Human Rights, and of human values. It also shows the 
tremendous power and influence acquired and wielded by 
MNGCs'. No civilised society, nor any of its laws, much less 
TRIPS, can countenance, support or sanction such law. 


9.30 Uncontrolled, such diseases have the potential to 
exterminate millions, the world over. Such diseases - the 
agents of death - respect no geographical, community or 
legal barriers. 


Chapter 10 


Article 27.1 — Re: Discrimination — I 
General 


Background 


10.1 Attempts by developing nations to introduce/retain 
legislative measures for grant of compulsory licences, 
statutory licences of right, or government or third party uses 
on basis of technology, or place of invention or production 
of patented inventions, have been strongly opposed by the 
‘Objectors’ as discriminatory under Article 27.1 of TRIPS. 


Negotiating history 

10.2 During the Uruguay Round of negotiations 
culminating in the WIO Agreements including the TRIPS 
Agreement, the objectors had insisted on drafting of TRIPS 
text to exclude member countries’ powers to deny enjoyment 
of patent rights on basis of technology of invention or 
patented invention not being produced locally. Some 
objections had also been raised about grant of compulsory 
licences on such basis. Therefore, inclusion in the final text of 
some vague or indirect references to such matters in Article 
27.1, was represented by the ‘Objectors’ to imply total 
acceptance in TRIPS, of the developed nations’ negotiating 
positions on these issues. Confusion and doubts so created, 
are played upon to induce developing nations to shape their 
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patent laws to accommodate these demands or face the threats 
of actions under WTO and Special 301 of US Law. 


10.3. However, reading Article 27.1 in proper context, it 
will be appreciated that the Objectors’ view is not correct. In 
fact, in view of developing nations’ strong objections, 
attempts made by US negotiators to introduce specific clause 
to exclude grant of compulsory licences on these grounds by 
narrowing the scope of Article 5A, failed. Article 5A was 
retained and adopted in the same form, i.e. with specific 
reference to the abuse of ‘failure to work’. 


10.4 (i) The use of the vague and equivocal expressions 
— ‘available’, ‘enjoyable’ and ‘discrimination’, are also 
indicative of the fact that finally, the views of the developing 
nations prevailed. It is possible that many of the developing 
nations might not have signed the WI'O/TRIPS agreements 
if Article 27.1 was drafted to disallow compulsory licences in 
the three situations referred in Article 27.1. 


(2) Specific reference of ‘failure to work’ as one of the 
recognised abuses in Article 5A(2) disproves the Objectors’ 
versions. On the contrary, applying the rule of Article 32 of 
Vienna Convention (see # 3.7 and 3.8 supra), the ‘ordinary 
meaning’ of Article 5A gets confirmed. 


(2) Whatever might have been the intentions of the 
negotiating parties, only the final text and the other relevant 
contextual references — and not the negotiating history — are 
important considerations under the established rules of 
interpretation, which must prevail for understanding and 
applying the relevant provisions of TRIPS. A comprehensive 
and objective view of the final text dispels such doubts and 
sets at rest, all such controversies. 


Serious consequences for developing nations 


10.5 Objection to compulsory licence provisions on basis 
of Article 27.1, is a matter of serious concern particularly 
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for developing nations, because in these countries, more 
than 80% of the patents are held by foreigners. It is well 
known that foreign patent owners obtain patents only to 
secure a protected exclusive market for their products to be 
produced abroad, and for preventing production and 
imports by others in the country of the grant. 


10.6 Such view would greatly limit for a country, the 
scope and options to promote its own technological and 
industrial progress. Worse still, it would even prevent it 
from ensuring availability of patented drugs at affordable 
prices or in sufficient quantities as required for treatment 
of millions of its poor citizens, during the life of the 
patents. The Pharma MNCs owning such patents have 
obstructed the governments in many countries procuring 
such drugs from other sources, claiming protection of 
patent law and TRIPS, relying upon Article 27.1 and 31 
for the purpose. It has therefore, become urgent and 
imperative to study the validity and implications of such 
objections. 


10.7. While many nations have already modified their 
laws to accommodate such objections, many others have 
postponed taking any such decisions or actions, and in the 
meantime, have sought revision of the relevant clauses of the 
TRIPS Agreement. 


Developed Nations’ laws falsify their objections 


10.8 Significantly, notwithstanding their own insistence 
that developing nations should give up such measures, some 
of the industrialised countries including USA, UK, Germany, 
France and Australia, themselves continued to retain in their 
own patent laws as on Ist January 1996 — being the date 
prescribed for TRIPS compliance by them (Ref. Chapter 6 
supra), such measures, apparently inconsistent with the 
Objectors’ version of TRIPS requirements. 
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10.9 The reference to these laws is important, because it 


signifies: 


(1) 
(12) 


(202) 


(tv) 


(v) 


that their objections are not based on merits or 
correct view of Article 27.1; 


that Article 27.1 is flexible and not to be read or 
applied rigidly; 


that Article 27.1 does not prevent or bar 
member countries from making _ suitable 
provisions for compulsory licences, licences of 
right, or government/crown uses, particularly for 
public interest matters and for production and 
supply drugs and medicines; 


that it establishes ‘subsequent practice’ for 
compulsory licences and more particularly for 
government/crown uses; and 


that objecting countries cannot be heard to 
object to other countries adopting legislative 
measures similar to those in their own patent 
laws. 


Similar objections have also been raised on the ground of 
Article 31 requirements. 


Same reasoning for Article 31 objections 


10.10 The objecting countries’ own post-TRIPS patent laws 
fail to meet the requirements, which they expect other 
countries to satisfy for Article 31 compliance. In respect of 
such objections also, the reference to the objecting countries’ 
own post-TRIPS patent laws would have the same significance. 


10.11 The relevant clause of Article 27.1 of TRIPS, reads:- 


“... patents shall be available and patent rights enjoyable 
without discrimination as to the place of invention, the field 
of technology and whether products are imported or locally 
produced.” 
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(For convenience, this clause has been referred in this Book 
as ‘non-discrimination clause’ or briefly as ‘ND clause’.) 


10.12 A plain reading of ND clause of Article 27.1, does not 
support the MNC’s objections. Studying the matter in detail, 
it will be apparent that the objection is untenable. 


Ordinary meaning of Article 27.1 


10.13 Such provisions in multilateral treaties cannot be 
interpreted in isolation. As observed by the Panel, (chapters 
3 and 7) the ordinary meaning of the clause has to be 
understood in the context not only of Article 27.1, but also 
of the TRIPS and WI'O Agreements. A holistic view has to be 
adopted. 


10.14 Analysing the ND clause, and applying the ‘ordinary 
meaning’ rule of interpreting international treaties to it, the 
following points emerge: 


(a) It is of limited application. It prohibits practice 
of discrimination. The grounds of discrimina- 
tion prohibited are specific, namely, place of 
invention, the field of technology, and the place 
of production, i.e. whether imported or locally 


produced. 


(b) Such discrimination is to be avoided in making 
patent rights “available”. This means that grant 
of patent cannot be denied on any of the three 
stated grounds. This is mainly directed against 
some of the patent laws — as in India, denying 
patent rights for inventions relating to products 
on basis of their use as drug or medicine etc. 


(c) It does not stipulate any particular mode of 
enjoyment of patent rights. 


(d) ‘Patent rights enjoyable’- enjoyment of patent 
rights, in this context, does not imply an absolute 
right, or a right to abuse. It implies that patent 
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rights will not be subject to forfeiture or 
revocation on any of the three grounds. There is 
nothing to show that it extends to compulsory 
licences. 


(e) The ND clause does not create any new rights, or 
enlarge the scope of rights not already recognised 
or available under the existing patent system or 
the TRIPS regime. 


(f) The ND clause does not contain any specific 
provision to take away or abridge any of the 
rights recognised or granted by the other 
provisions of TRIPS, including those referred 
below. All these provisions involve consideration 
of independent rights and remedies of the 
society and third parties. 


Right to enjoy, but not the right to abuse 


10.15 TRIPS recognises right to enjoy, but not the right to 
abuse and certainly does not grant the freedom to abuse. In 
fact, by accepting the need to control abuses as one of the 
principles (Article 8), and providing specific remedy of 
compulsory licences in Article 5A(2) and (4), TRIPS ensures 
protection against abuses. 


10.16 Article 28 spells out the rights to be granted. These 
are not absolute rights. Article 28 rights are subject to rights 
and remedies of the Society and third parties as per Article 
30 and 31, and also subject to compulsory licences for 
prevention/control of abuses. The enjoyment of rights to be 
ensured as per Article 27.1 is of the same rights and subject 
to the same limitations. These built-in reservations or fetters 
on Article 28 rights, are not sought to be diluted or taken 
away. Article 27.1 does not, and cannot, imply a right or 
freedom to abuse. When the right is likely to be exercised in 
an abusive manner, the rights and power specifically and 
specially conferred by Article 5A(2) and (4) would be 
available, even in the three specific cases. Article 5A(2) and 
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5A(4) by specifically referring to it, recognises ‘failure to 
work’ as one of the abuses for which remedy of compulsory 
licences is available. Article 27.1 does not create any new 
rights or expand the scope of the rights as per Article 28. 


10.17 Inthe Canada case II (WT/DS170), the Panel observed: 


“Interpretation of treaty language that reduces certain 
provisions to redundancy or inutility is contrary to the 
principles of effective interpretation.” 

[Paragraph 6.49] 


“The principle of effective interpretation [............ ] reflects 
the general rule of interpretation which requires that a treaty 
be interpreted to give meaning and effect to all the terms of 
the treaty.For instance, one provision should not be given an 
interpretation that will result in nullifying the effect of 
another provision of the same treaty.” 

[Foot Note 30] 


10.18 Applying the established principles and rules of 
interpretation of harmonious construction and of avoiding 
any redundancy, the scope and implications of the ND 
clause, do not leave any room for doubts or controversies, 
and it is clear that the enjoyment of patent rights as per the 
ND clause, is subject to compulsory licence provisions of 
Article 5A(2) and (4). 


Ordinary meaning cannot be stretched - 


10.19 The obvious ordinary meaning cannot be stretched to 
extend by implications the scope of the rights, or to alter the 
basic concept of the patent system, or to deprive the 
members (nations) of the powers and rights conferred on 
them, or the society or the third party of their ‘legitimate 
interests’ and rights, in terms of the objectives and principles 
of Articles 7 and 8, or under Articles 30 and 31 of TRIPS, or 
under Article 5A (2) and (4) of Paris Convention. (chapters 
11, 13 and 15) 
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Implications of other independent ‘rights’ — Article 5A (2) 


10.20 Article 5A(2) (chapter 15) gives an independent ‘right’ 
and an enabling power, specifically conferred on member 
states by TRIPS, to provide legislative measures to prevent 
abuse of patent rights — making a specific reference to abuse 
of ‘failure to work’. It is a special power reserved, and specially 
and simultaneously made available by TRIPS by adopting 
Article 5A as integral part of TRIPS. 


10.21 The implications of grant of a ‘right’ have been 
brought out in the India case II. The WIO/DSB Panel in 
their decision dated 24th Aug 1998, in the complaint filed by 
EC against India (case no. WI/DS-79/R), held:- 


“The Panel report in dispute WT/DS 50 points out that the 
term “right connotes an entitlement to which a person has a 
just claim and that, as such, wt implies general, non- 
discretionary availability in the case of those eligible to 
exercise it. 


“In our view, a request based system of rights cannot operate 
effectively unless there 1s a mechanism in place that establishes 


general availability and enables such requests to be made.” 
[Paragraph 7.65 case no. WS/DB-79R] 


Thus, providing mechanism to enforce such right is implicit 
in, or incidental to, the creation of such right. 


10.22 Substantive rights of government and third parties 


(1) Provisions relating to compulsory _ licence/ 
licence of right/Government use/third party uses, (Chapters 
11, 13 and 15) are in the nature of substantive rights granted 
and made available to them as consideration for the patent 
rights in the ‘give and take’ bargain. 


(1) ‘Treating patents as a quid pro quo’ package deal, 
failure to produce the patented product within the country 
and use of patent right only for importation, would be a 
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failure of consideration on the part of the patentee, or a 
frustration of the contract. Like a Contracting Party, the 
State would normally be entitled to terminate the bargain by 
revoking the grant or ordering forfeiture of the patent. 
However, Article 27 read with Article 5A(1) of Paris 
Convention seeks to substitute in place of revocation, 
compulsory licenses as per Article 5A(2) and (4), as the 
specific remedy, specially referring to ‘failure to work’. 


(2) Article 31 enables governments/crown to use the 
inventions in public interest to ensure that the reasonable 
requirements and demand for the patented product in the 
country are satisfied. 


(tv) Further, unlike in the case of exceptions — like 
experimental use, Bolar type exception, or pre-existing 
rights, - compulsory licences and government and third party 
use provisions involve payment of reasonable remuneration to 
the patent holder. 


(v) Such rights are also the “vehicles” for giving 
effect to the objectives and principles of Articles 7 and 8, and 
also rights of third parties for commercial use recognised in 
Article 31. 


(vi) These rights and powers under Articles 5A (2) 
and (4), are also the means to prevent and control abuses 
and anti-competitive practices, and are in the nature of 
obligatory duty and function of the governments. 


10.23 Such rights are, therefore, more than mere 
exceptions to patent holders’ rights. They have to be given 
full scope and effect, and as the means to achieve the 
purposes of Articles 7, 8, 31 and Articles 5A (2) and (4). 
Therefore, while considering the implications of Article 27.1 
in the context of compulsory licences, licences of right or 
government use provisions, these have to be treated as 
rights, independent of the patent rights, not affected by 
Article 27. 
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10.24 In view of - 
— the controversies which had preceded finalisa- 
tion and signing of TRIPS; 


— the far-reaching implications and very serious 
consequences of such measures; 


— the specific public interest and developmental 
objectives, and principles of Article 7 and 8, 
and the other provisions creating rights and 
remedies in favour of governments and third 
parties, and 


— the obligations for the patentee under Article 
5A (2) and (4) and Article 31 of the TRIPS 
agreement, 


any provision, intending to take away or abridge such rights 
and remedies, could only have been introduced by specific 
and direct provision. There is no such express provision in 
Article 27.1. On the contrary, retention and adoption of the 
specific provision permitting grant of compulsory licences 
for preventing the abuse of ‘failure to work’, clearly 
establishes the other view, i.e. that Article 27.1 does not 
extend to compulsory licences. 


Compulsory licences not excluded as in Article 21 


10.25 If the intention was to give overriding effect to ND 
clause over such independent rights, TRIPS would have 
made specific provision to that effect. In this context, 
reference can be made to Article 21, wherein TRIPS 
specifically excludes of compulsory licensing of trade marks, 
even while providing for assignment and licensing. There is 
no such provision in respect of patents. 


Absurd results and redundancy 
10.26 Reading ND clause as applicable to compulsory 
licences and ‘other uses’— 
(a) leads to absurd results of TRIPS sanctioning 
virtual denial of compulsory licences for drugs 
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and medicines, even when millions, unable to 
afford high costs of patented drugs, are dying 
or suffering, as recent events in South Africa 
and some of the other’ countries have 
demonstrated. 


(6) would be defeatitive of the principle of Article 8, 
and the objectives of WTO Agreement, and 
Declaration of Human Rights and also of 
provisions of Article 7, 8, and Article 31 and 
5A(2) and (4); 


(c) would render inutile and redundant Article 
5A(2), which specifically gives ‘right’ to provide 
compulsory licences to prevent the abuse 
of ‘failure to work’. Such interpretation would be 
contrary to the established rules of interpretation 
of international treaties referred in chapter 3 
above. 


In law, treating unequals as equals, or equals as unequals, 
amounts to discrimination. As a corollary, treating unequals 
as unequals would not amount to discrimination for the 
purposes of ND clause. 


10.27 ‘Patent rights enjoyable’ much of the confusion 
would be cleared by considering what is envisaged in TRIPS 
by way of enjoyment of patent rights. 


10.28 Enjoyment of patent right as per TRIPS is subject 
to societal obligation 


(i) Enjoyment of patent rights, even in normal 
circumstances (i.e. under circumstances not stipulated 
by Article 27.1) would be subject to the following 
societal obligations and rights of others, as per TRIPS, 
namely— 


(a) exceptions as per Article 30; 
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(b) ‘other uses’- government and third party 
uses under the circumstances and on terms 
and condition prescribed by Article 31; 


(c) revocation/forfeiture as per Article 32; and, 


(d) compulsory licences as per Article 5A(2) 
and (4) of Paris Convention. 


These are parts of the package deal ‘patent 
rights’ as per TRIPS. 


(1) Enjoyment of patent rights as per Article 27 
and 28 cannot be divorced from compulsory licences in 
terms of Article 5A(2) or (4), and permitting ‘other uses’ as 
per Article 31, which are essential parts of TRIPS. 


(2) Article 27.1 does not contain any provision to 
relieve or exempt the patent owner from these obligations, or 
to deprive the society of these rights and remedies 
which are applicable even otherwise in normal course. 1.e. 
independently of Article 27. 


(wv) “Enjoyment of patent rights’ is consistent with 
compulsory licences and ‘other uses’, and the patentee 
cannot be said to have been deprived of enjoyment of his 
rights. 


10.29 Mode of enjoyment -— remuneration 


(a) The manner of enjoyment of the rights as 
prescribed by TRIPS for government/third party uses as per 
Article 31 is by way of reasonable remuneration, in terms of 
Article 31(h). As discussed in paragraphs 1.19 (ii) and 4.11 to 
4.13 above, and in ultimate analysis, the right to which the 
patentee is entitled under TRIPS, gets crystallised in terms 
of reasonable remuneration. The enjoyment and protection 
to be ensured as per ND clause is the right to receive 
remuneration in terms of Article 31(h). 
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(6) ‘These provisions are comparable in their effects 
to Article 44(2), which provides for payment of compensation 
or remuneration as a remedy even for established cases of 
infringement of patent rights. 


(c) The US Patent Law provision —- 35 USC 271(e) 
and 28 USC 1498 - are specific examples to show that 
enjoyment of patent rights can be by way of reasonable 
remuneration, and that the requirement of Article 27.1 
stands satisfied in case of compulsory licences by providing 
reasonable remuneration. 


10.30 Article 27.1 bars only deprivation of rights 
In this context, Australia represented before the Panel: 


Australia’s views and implications 


“The principal form of discrimination on the grounds of the 
field of technology contemplated in Article 27.1 was that 
of denial of patent rights altogether - this was the subject 
of the specific exceptions to this rule in the subsequent 
paragraphs of Article 27. Lack of discrimination in relation 
to enjoyment of patent rights should be distinguished from the 
application of uniform rules in all areas of technology.” 
[emphasis added] 


According to Australia, Article 27.1 barred only denial of 
patent rights altogether.’ However, compulsory licenses or 
govern-ment or third party uses are based on continuity of 
patent rights and do not involve total denial. 


10.31 Compulsory licence/‘other uses’ - enjoyment not 
denied 


(a) As worded, the ND clause is intended to provide 
protection against total deprivation of patent rights i.e. by 
revocation or forfeiture. Grant of compulsory licences or 
permitting ‘other uses’ without authorisation, does not result 
in total deprivation or denial of the patent rights. 
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(b) The enjoyment of patent rights can be by any or 
more of the following: 


(i) by right holder himself; 


(ii) by right holder receiving remuneration by 
licensing its use to others; or 


(iii) by right holder himself using it, and also 
allowing others to use it. 


All these options remain open and un-disturbed under the 
compulsory licence and government/third party uses. Under 
these circumstances, enjoyment of patent right is not denied 
by exercise of any of the society’s rights. 


(c) Enjoyment of patent rights as contemplated by 
TRIPS, is consistent with simultaneous use of the patent by 
others under compulsory licence or other use provisions of 
Article 5A(2) and (4) and Article 31. 


(d) In case of compulsory licences or other uses, 
only the right to licence or authorise use of the patent, and 
to fix the terms of such licence or use, are sought to be 
exercised concurrently by the government or the statutory 
authority, without depriving the right holders, of their power 
or authority to do so simultaneously — or concurrently for 
other cases. Further confirmation of this is available from 
Article 41, which clearly shows that the right to licence - 
even by contract — is not absolute, and the government can 
reserve powers to control/modify the terms of the licence as 
stipulated therein. 


(e) Additionally, and simultaneously, the patent 
owner continues to be entitled to exercise and enjoy his 
rights in terms of Article 28(1) and (2), and also to licence its 
use to others on such terms as it deems fit. 


Thus there is no deprivation of enjoyment of patent rights 
by the owner, by grant of society rights and remedies, only 
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the mode of enjoyment is — as in case of a contractual 
licence- by remuneration. 


The Panel’s views on ‘discrimination’ and Article 27.1 


10.32 Alternatively even if Article 27.1 is construed to be 
applicable to compulsory licences/'other uses’ in view of the 
established principles and the special concessions allowed for 
developing nations under TRIPS, and the special facts, it 
would be permissible under Article 27.1 for developing 
nations to allow compulsory licences and ‘other uses’ for the 
abuses of ‘failure to work’ or charging of exorbitant prices 
for drugs and medicines. 


10.33 The recent Decision of the WI'O/DSB Panel, which 
considered the Canada case (ref. Chapter 2 above) has 
clarified some of these matters. It may be recalled that the case 
arose out of the dispute raised by the European Communities 
(EC) in respect of two provisions in Section 55 of the Canadian 
Patent Act, enabling generic manufacturers to use the 
patented invention during the patent term—(i) for trials to be 
conducted for obtaining regulatory approval as required by 
relevant statutes; and — (ii) to produce and stockpile patented 
products to facilitate marketing immediately on expiry of the 
patent term. 


10.34 The views of the Panel on principles of discrimina- 
tion and Article 27.1, can be helpful in understanding 
the implications of the ND clause. Few relevant extracts 
from the Panel’s Decision are reproduced below alongwith 
observations thereon. 


(A) The Panel’s view - Article 27.1 does not prohibit 
‘bonafide exceptions’ 


“Article 27 prohibits only discrimination as to the place of 
invention, the field of technology, and whether products are 
imported or produced locally. Article 27 does not prohibit 
bona fide exceptions to deal with problems that may exist only 
in certain product areas.” 

[Paragraph 7.92] 
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This answers the objection 


This directly answers the objections in respect of special 
provisions for drugs and medicines. The special facts and 
circumstances which necessitate and justify special provisions 
to be made for inventions relating to drugs and medicines, 
are set out in (Chapters 9, 11 etc.). 


The ‘Disastrous Consequences’ of imposing a_ rigid 
protectionist patent system brought out in chapter 9 above, 
show how pharma MNCs’ abuse the patent system in respect 
of drugs and medicines. Universal experience has been that 
patent owners, maintain unconscionably high prices of drugs 
under patent during the entire patent term, even when 
millions are dying and suffering for want of treatment. 


The actual past and universal experience has been that in 
case of drugs and medicines, only the availability of the 
product from alternate sources (through compulsory licences 
or parallel imports) controls the abuse. 


These constitutes ‘good reason’ for ‘differentiation’, and 
making special provisions for society remedies in respect of 
drugs and medicines, and particularly for drugs for AIDS/ 
HIV. 


Patents for drugs and medicines have thus been accepted as a 
special class for differential treatment allowable under Article 
27.1. Therefore, making special provisions for grant of 
compulsory licences, licences of right, government and third 
party use in respect of patents for drugs and medicines cannot 
be treated as discriminatory. It would be discriminatory to 
treat drugs and medicines as special class only for extending 
the patent term, but not for compulsory licences etc. 


Objecting countries’ laws provide justification 


The fact that even the objecting countries have made such 
special provisions in their past, and post — TRIPS, patent 
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laws, confirms the need and factual and legal justification for 
such measures. 


(B)  ‘dejure’ and ‘de facto’ discrimination 
“Discrimination may arise from explicitly different treatment, 
sometimes called “de jure discrimination”, but it may also arise 
from ostensibly identical treatment which, due to differences in 
circumstances, produces differentially disadvantageous effects, 
sometimes called “de facto discrimination”. The standards by 
which the justification for differential treatment is in assured 
area matter of infinite complexity.” 

[Paragraph 7.94] 


The Panel’s view is that discrimination could arise from 
different treatment in the same circumstances, or even out of 
same treatment in different circumstances. 


Thus in substance, the panel’s view is that treating unequals 
as equals, or equals as unequals, amounts to discrimination, 
As a corollary to Panel’s view, treating unequals as unequals 
would not amount to discrimination for the purposes of ND 
clause. This reasoning is applicable — more particularly in 
respect of drugs and medicines — which contain many special 
features. 


(C) ‘Discrimination’ -— unjustified imposition of 
differentially disadvantage treatment: 


“The ordinary meaning of the word “discriminate” 1s 
potentially broader than these more specific definitions. It 
certainly extends beyond the concept of differential treatment. 
It is a normative term, pejorative in connotation, referring 
to results of the unjustified imposition of differentially 
disadvantageous treatment.” 

[Paragraph 7.94] 


Examining the provision of Article 5A(2) and (4) relating to 
compulsory licenses, and Article 31 relating to ‘other uses’ by 
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government and ‘third parties’ in light of these tests, it will 
be appreciated that measures taken to pursue these 
objectives and provisions, cannot be said to involve any 
‘discrimination’, and therefore, do not fall within the preview 
of the ND clause of Article 27.1. This is because: 


(a) The essential ingredients of ‘discrimination’ as 
per Pannel Decision are:— 


— an imposition; 
— the imposition should be unjustified; 


— such justification can be factual or legal or 
both; and 


— such imposition must be differentially 
disadvantageous treatment; 


— the treatment must be disadvantageous 
differentially, i.e. the treatment must be 
substantially different, prejudicial. 


(b) Neither unjustified, nor ‘imposition’ 

The ‘right’ or enabling power to take such 
legislative measures, is specially conferred by 
TRIPS by adopting Article 5A (2) and (4) to 
prevent/control abuses pursuant to TRIPS 
objective of controlling abuses (Article 8 (2)). — 
Justification is provided by TRIPS. Steps taken 
in pursuance of a legitimate right by, TRIPS, 
itself, cannot be regarded as ‘imposition’, much 
less as ‘unjustified imposition’. 


(c) Justification in TRIPS — ‘failure to work’ 


One of the abuses specifically mentioned for 
such control is ‘failure to work’. As such 
justification for compulsory licence provisions, is 
provided by TRIPS itself for making special 
provision for such cases. 
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(The same reasoning would also be applicable in 
respect of ‘other uses’ as per Article 31.) 


(d) There is no disadvantageous treatment. The 
rights to be granted as per Article 28, are subject 
to these built-in reservations. As observed in the 
foregoing chapters and paragraphs. This ‘right’ 
is not an absolute right. It is qualified, and is 
subject to provisions of Article 5A (2) and (4) 
and Article 31 etc. 


(e) Compulsory licenses or ‘other uses’ cannot, 
therefore, be said to involve any differentially 
disadvantageous treatment. — Disadvantage, if 
any, is inherent and arises out of TRIPS 
provisions. 


Chapter 11 


Discrimination — technology/non-working 


11.1 Post-TRIPS patent laws of many countries contain 
special provisions for patents for pharma _ inventions. 
References to few such provisions are made in Chapter 6 
above. The validity of these provisions vis-a-vis Article 27.1] 
have not been disputed. The rationale for such provisions 
for pharma patents was explained by USA, EC, Australia and 
other countries, in their presentations before the Panel in 
the Canada case. These views appear to be shared by most 
developing nations. Australia had submitted to the Panel, a 
rational and legal basis for special considerations for 
‘differentiation’ on basis of technology, which ought not to 
be regarded as discrimination. 


11.2 Australia’s views - Differentiation based on 
technology 


"It was not inconsistent with the TRIPS Agreement to 
provide for distinct patent rules that responded to practical 
consequences of differences between fields of technology: for 
instance, patent administration could require distinct rules 
for disclosure (such as obligations relating to the deposition of 
microorganisms in accordance with the Budapest 
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Convention) in order to ensure that the basic balance of 
rights and obligations was maintained. 


Hence, in some circumstances, some technology-specific rules 
could be implemented with the very intention of ensuring that 
patent rights could be enjoyed without discrimination. 


In this sense, differential treatment did not necessarily 
amount to discrimination. On the other hand, 
undifferentiated treatment, when applied across the board, 
could result in discrimination against those that face 
technology-specific circumstances. 


Governments, or in some instances courts, could elect to use 
such measures to respond to the special features and 
requirements of an industry sector. For instance, the need to 
respond to lengthy regulatory delays in the pharmaceutical 
domain had led to forms of term extension which were 
designed to restore the balance of interests. Similarly, limited 
exceptions to patent rights allowing generic competitors to 
seek regulatory approval for pharmaceuticals aimed to restore 
the balance of interests that applied immediately upon the 


expiry of the patent." 
[Paragraph 7.94] 


Thus, according to Australia’s view also, ‘distinct’ patent 
rules based on practical consequences ‘of differences in 
technology, were permissible under Article 27.1. 


Pharma patents — special provisions permissible 


11.3. As far as pharma patents are concerned, there are 
various factual and legal situations which would constitute 
“abuses” (Article 5A(2) ), “unique situation” or “good 
reason” (paragraph 11.4 infra), to justify special measures 
being provided to prevent/control abuses, and to provide 
medicines at affordable prices. Such special measures could 
include; exception for regulatory trials; compulsory licenses; 
license of right; parallel imports; government/Crown use for 
public interest or for health schemes; and third party 
(generic manufacturers) use. 
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11.4 Article 27.1 does not prevent grant of compulsory 
licences for patents for drugs and medicines in view of the 
abuses/good reasons/unique situations which ‘differentiate’ 
such products from other products and inventions. A few 
facts, circumstances including the few observations from the 
Panel’s Decision from the Canada case on the subject, set out 
below, are helpful in understanding the issues and the need 
to treat inventions relating to drugs and medicines 
differently from others: 


(1) “In response to a question from the Panel, the EC 
said that they shared the views expressed by Australia and the 
United States that patent term extension for pharmaceutical 
products (see paragraph 4.31 below, under (b)) did not 
constitute a discrimination prohibited by Article 27.1 of the 
TRIPS Agreement, and that one could even argue that, 
under certain circumstances, patent term extension might be 
mandated by Article 27.1. The fact that eight to 12 years of 
the patent term were “lost” because of marketing approval 
requirements constituted the “good reason” to treat 
pharmaceutical patents more favourably than other patents, 
where marketing approval, if at all required, could be 
obtained in a much shorter period of time. Such a situation 
could be compared to an example taken from everyday life. If 
a public transport authority mandated that in its vehicles the 
handicapped and the elderly had priority seating rights, this 
clearly treated the non-handicapped and non-elderly less 
favourably. However, everybody was likely to agree that this 
differential treatment did not constitute a discrimination, the 
“good reason” for it being that the handicapped and elderly 
tended to be physically more frail than others.” 


[Panel Decision — Foot Note 146] 


[emphasis added] 


(1)  ‘“[T]he United States Congress had predicated its 
acceptance of the TRIPS Agreement... As indicated in the 
Statement of Administrative Action for the Uruguay Round 
Agreements Act, “Article 28 specifies that a patent must 


DISCRIMINATION — TECHNOLOGY/NON-WORKING 141 


include the right to exclude others from making, using, 
offering for sale, selling, or importing the product. The 
Agreement permits limited exceptions to the exclusive rights 
conferred by a patent if certain conditions are met. United 
States law contains some such exceptions, such as those set out 
im Section 271(e) of the Patent Act [35 U.S.C. s.271(e)].! ” 

[Panel Decision — Paragraph 4.21(b) — 5th indent] 


(2) “Rising drug costs were a concern for most 
countries.” 
[Paragraph 4.21(d) — 5th indent} 


(wv) “Without some form of government intervention 
during the period of patent protection, patent owners would 
be able to charge monopoly prices for their drugs and so 
impose the full weight of their monopoly on national health 
care budgets. Such costs would result in hardship by unduly 
restricting access to needed medicines. 

[Paragraph 4.21(d) — 6th indent] 


(v) “Accordingly, many Members, including both 
parties to this dispute, had wmplemented a number of 
measures to address these concerns. 

[Paragraph 4.21(d) — 7th indent] 


(vi) “By providing competition for patented medicines 
during the term of protection, the compulsory licensing system 
had become an important policy tool for cost containment in 
Canada’s public health care system during this period. It had 
been estimated that, during its currency, compulsory licensing 
saved Canadian consumers of prescription medicines and the 
third parties who might have paid for them many millions of 
dollars each year in health care costs by opening the market to 
competitively priced medicines during the period of patent 
protection.” ” 

[Paragraph 4.21(a) — 4th indent] 


1 103d Congress, 2d Session, House Document 103-316, Vol. 1, p. 986 


2 A Royal Commission estimated that the annual total savings to Canadians from 
compulsory licensing was $211 million in 1983 (Report of the Commission of Inquiry 
on the Pharmaceutical Industry, H.C. Eastman, 1985, at p. 315). 
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(vi) “According to the World Health Organization, 
more than one third of the world’s population lacked regular 
access to essential drugs. Every year, millions of children and 
adults in developing countries around the world still died 
from diseases that could be readily treated by drug therajnes, 


and more economically treated with generic drugs.’ ” 
[Paragraph 4.38(b) — Ist indent] 


(vit) “However, intellectual property rights, im 
conferring exclusive rights on those entitled to them, were 
themselves trade-inhibiting if interpreted in an absolute 
fashion. The first paragraph of the Preamble to the TRIPS 


Agreement recognized this.” 
[Paragraph 4.38(c) — 3rd indent] 


11.5 The following are some of the “unique circum- 
stances”, “good reasons” or “abuse” situations justifying 
“differentiation” and provision of special measures like 
compulsory licences and compulsory (statutory) license of 
right system:- 


(a) Obligation of state under Declaration of Human 
Rights and related treaties. 


(b) Constitutional/Statutory obligations of member 
states to provide health care for its citizens. 


(c) Special provisions in TRIPS Agreement for 
pharma products—Article 8.1, 27.3, 70.8 and 
70.9. — TRIPS itself recognises and makes some 
provisions exclusively for drugs and medicines. 


(d) Universal experience of high prices charged and 
maintained for patented drugs. Few specific 


3 The Worldwide Role of Generic Pharmaceuticals, Presentation to International 
Generic Pharmaceuticals Association by Dr. Jonathon D. Quick, Director of 
Essential Drugs and Other Medicines, World Health Organization, June 1999. 
The diseases and death rates are: respiratory infections (4 million); diarrhoeal 
disease (3 million); tuberculosis (2 million); measles (1 million); malaria (1 
million); tetanus (% million); heart attack and strokes (5 4% million); and cancer 
(3% million). 
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instances and _ details are mentioned in 
paragraph 4.21 and elsewhere in the Panel 
Decision in the Canada case (few extracts - # 
11.2 and 11.4 supra). 


(e) Special provisions in patent laws of several 
countries consistently made, maintained and 
retained during 1900 to 2000 A.D. for 
compulsory licences, _—ilicences’ of right, 
government/crown uses for drugs and 
medicines, in view of such experience. Relevant 
extracts of few specimens of special provisions 
are set out in paragraphs 11.16 to 11.20 below. 


(f) Facts and circumstances set out in Chapter 9 
about recent events in South Africa and other 
developing nations, which show that these 
problems persist with much more damaging 
consequences. 


(g) Problems and delays arising out of the case filed 
by pharma MNCs in Pretoria High Court, 
(South Africa), and the obstructive and delaying 
tactics adopted by them, resulting in denial of 
treatment to millions of poor dying and diseased 
patients. This caused delay of 3 years, though 
eventually the case had to be finally withdrawn. 


(h) Strong recommendations of WHO, UNAIDS 
and other international agencies and _ non- 
government organisations, clearly establishing 
the urgency of the situation, need and 
helplessness to deal with the problem separately, 
or at national level. 


11.6 Right to life is universally accepted as natural and 
fundamental right of all human beings. The United Nations 
has accepted its importance by including it in the Universal 
Declaration of Human Rights, and International Covenants 
on Civil and Political Rights and also on Economic, Social 
and Cultural Rights (ICCPR & ICESCR). 
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11.7. Improvement of public health has been universally 
accepted as a primary and sacrosanct duty of State by WHO, 
Declaration of Human Rights, and in laws of most nations. 
Protecting the vast population of the poor against diseases 
like AIDS, HIV, drug resistant diseases like T.B., malaria, 
dengue etc., calls for all out national efforts on war-footing. 


11.8 The Universal Declaration of Human Rights reads 
at Article 25: 


“Everyone has the right to a standard of living adequate for 
the health and well-being of himself and his family including 
food, clothing, housing and medical care and necessary social 
services...” 


11.9 Article 12 of ICESCR provides:- 
“12.1 The States Parties to the present Covenant recognise 


the right of everyone to the enjoyment of the highest attainable 
standard of physical and mental health. 


12.2 The steps to be taken by the States Parties to the present 
Covenant to achieve the full realisation of this right shall 
mclude those necessary for: 


| a 
Pee isk wa 


(c) the prevention, treatment and control of epidemic, 
endemic, occupational and other diseases; 


(d) the creation of conditions which would assure to all 
medical service and medical attention in the event of 
sickness.” 


11.10 Article 2.1 of ICESCR creates obligations for 
Member States : 


“2.1 Each State party of the present Covenant undertakes to 
take steps indwwidual  ...........00.: through international 
assistance and co-operation, especially economic and 
a the maximum of its available resources, with a 
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view to achieving progressively .......000000+ realisation of the 
rights recognised in the prevent Covenant by all appropriate 
[SIMI vs 065s sane MORI G including particularly the adoption 
of legislative measures.” 


WHO Recommends: 


11.11 The Executive Board of WHO, at their meeting on 
25th November 1998, unanimously proposed draft 
resolution (excerpts reproduced): 


“Concerned about the situation in which (a) one third of the 
world’s population has no guaranteed access to essential 
drugs, and (b) poor quality pharmaceutical raw materials 
and finished products continue to move in international 
trade; 


Noting that there are trade issues which require a public 
health perspective; 


Recognizing that the Agreement on Trade Related Aspects of 
Intellectual Property Rights (TRIPS) provides scope for the 
protection of public health; 


Taking note of concerns of many Member States about the 
impact of relevant international agreements, including trade 
agreements, on local manufacturing capacity and on access to 
and prices of pharmaceuticals in developing and least 
developed countries; 


Concerned —— 


1. URGES Member States: 


(1) to reaffirm their commitment to developing, 
implementing and monitoring national drug 
policies and to taking all necessary concrete 
measures in order to ensure equitable access to 
essential drugs; 


(2) to ensure that public health interests are 
paramount in pharmaceutical and_ health 
policies; 
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(3) to explore and review their options under 
relevant international agreements, including 
trade agreements, to safeguard access to essential 
drugs" 


11.12 Though when finally adopted by the general body, it 
was toned down, its message is loud and clear. 


11.13 Dr. Gro Harlem Brundtland, Director-General, 
World Health Organisation: 


“Access to essential drugs — this is a key priority for the World 
Health Organization. Our longstanding aim is to help 
ensure equity of access to essential drugs, national use, and 
quality. This is simply part of the fundamental right to health 
care. Our work in WHO 1s built on this premise.” 


11.14 The TRIPS Agreement itself proclaims as a principle: 
“Members may, in formulating or amending their national laws and 
regulations, adopt measures necessary to protect public health and 
nutrition...” (Article 8.1). 


11.15 Drugs and medicines have thus been accepted in laws 
of all countries as essential commodity, for which the State is 
obliged to make special provisions to ensure production and 
availability in adequate quantities and on fair and reasonable 
commercial terms. 


In UK 


11.16 In UK special provisions are made through National 
Health Service Act 1977, and in the Crown Use provisions in 
Section 55 to 59 of Patents Act 1977. The Privy Council in 
UK has held that the Minister of Health is under obligation 
to provide medicines in Government and National Health 
Schemes. It is significant that the UK Act of 1977 has 
retained its Crown use provisions in respect of drugs and 
medicines even while amending some of the compulsory 


“ 
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licence provisions, by the amending Regulation of 1999 for 
TRIPS compliance. 


11.17 House of Lords has taken the view that use of drugs for 
National Health Scheme, is use for the 'Services of the Crown' 
[in the case of Pfizer Corp. v. Ministry of Health. (1965 RPC 
261)}. 


“The National Health Service Act, 1946, lays upon the 
Minister the duty of providing health services, which involves 
the provision of drugs for the public who need such services.” 


(pg. 273) 


“What is material to the present case 1s (1) the Minister is 
under a statutory duty to provide for the people of England 
and Wales medical, nursing and other services required for 
the treatment at hospitals of persons suffering from illness, (i) 
such treatment involves the administration of drugs to such 
persons, and (wi) such drugs include drugs which are the 
subject-matter of patents. The administration and supply of a 
patented drug to a patient at a hospital by a person acting on 
behalf of the Minister 1s therefore a use of that patented drug 
for the services of the Crown.” 

(pg. 277) 


11.18 UK Patent Act 1977 — Sections 55 & 56: (Relevant 
extracts) 


(i) Section 55 : Use of patented inventions for services 
of the Crown. 

“(1) Notwithstanding anything im this Act, any 
government department and any person authorised in 
writing by a government department may, for the services of 
the Crown and in accordance with this section, do any of the 
following acts in the United Kingdom in relation to a 
patented invention without the consent of the proprietor of the 
patent, that is to say: 
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(a) 


(b) 


(c) 


(d) 


(e) 


PATENTS FOR FUTURE 


where the invention is a product, may- 


(i) make, use import or keep the product, or sell or 
offer to sell it where to do so would be incidental or 
ancillary to making, using, importing or keeping 
ul; or 

(i) im any event, sell or offer to sell ut for foreign 
defence purposes or for the production or supply of 
specified drugs and medicines, or dispose or offer 
to dispose of it (otherwise than by selling it) for any 
purpose whatever; 


where the invention is a process, may use ut or do in 
relation to any product obtained directly by means of the 
process anything mentioned in paragraph (a) above; 


without prejudice to the foregoing, where the invention 
or any product obtained directly by means of the 
invention is a specified drug or medicine, may sell or 
offer to sell the drug or medicine; 


may supply or offer to supply to any person any of the 
means, relating to an essential element of the invention, 
for putting the invention into effect; 


may dispose or offer to dispose of anything which was 
made, used, imported or kept in the exercise of the 
powers conferred by this section and which is no longer 
required for the purpose for which it was made, used, 
umported or kept (as the case may be), 


and anything done by virtue of this sub-section shall not 
amount to an infringement of the patent concerned. 


(2) Any act done in relation to an invention by virtue of 


this section is in the following provisions of this section 
referred to as use of the invention; and “use”, in relation to 
an invention, in sections 56 to 58 below shall be construed 
according. 


(3) The authority of a government department in respect 


of an invention may be given under this section either before 


(il) 
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or after the patent is granted and either before or after the use 
m respect of which the authority is given is made, and may be 
given to any person whether or not he is authorised directly or 
indirectly by the proprietor of the patent to do anything in 
relation to the invention. 


(4) Where any use of an invention is made by or with the 
authority of a government department under this section, 
then unless it appears to the department that it would be 
contrary to the public interest to do so, the department shall 
notify the proprietor of the patent as soon as practicable after 
the second of the following events, that is to say, the use is 
begun and the patent is granted, and furnish him with such 
information as to the extent of the use as he may from time to 
tume require. 


(5) A person acquiring anything disposed of in _ the 
exercise of powers conferred by this section, and any person 
claiming through him, may deal with it in the same manner 
as if the patent were held on behalf of the Crown. 


(6) In this section “relevant communication”, in relation 
to an invention, means a communication of the invention 
directly or indirectly by the proprietor of the patent or any 
person from whom he derives title. 


(7) Sub-section (4) above is without prejudice to any rule 
of law relating to the confidentiality of information. 


(8) In the application of this section to Northern Ireland, 
the reference in sub-section (4) above to the Treasury shall, 
when the government department referred to in that sub- 
section 1s a department of the Government of Northern 
Ireland, be construed as a reference to the Department of 
Finance for Northern Ireland.” 


“(1) Any reference in section 55 above to a_ patented 
invention, in relation to any time, is a reference to an 
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Section 56 : Interpretation, etc., of provisions about 
Crown use. 
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invention for which a patent has before that time been, or is 
subsequently, granted. 


(2) In this Act, except so far as the context otherwise requires, 
“the services of the Crown” includes— 


(a) the production or supply of specified drugs and 
medicines; and 


(b) “use for the services of the Crown” shall be 
construed accordingly. 


(3) For the purposes of section 55(1)(a) and (c) above 
and sub-section (2)(b) above, specified drugs and medicines 
are drugs and medicines which are both— 


(a) required for the provision of pharmaceutical 
services, general medical services or general dental 
services, that is to say, services of those respective 
kinds under Part II of the National Health 
Service Act 1977, Part IV of the National Health 
Service (Scotland) Act 1947 or the corresponding 
provisions of the law in force in Northern Ireland 
or the Isle of Man; and 


(b) specified for the purposes of this sub-section in 
regulations made by the Secretary of State. 


11.19 French Law - Article L. 613-16 : 


“Where the interests of public health demand, patents granted 
for medicines or for processes for obtaining medicines, for 
products necessary in obtaining such medicines or for 
processes for manufacturing such products may be subject to 
ex-officio licenses in accordance with Article L. 613-17 in the 
event of such medicines beg made available to the public in 
insufficient quantity or quality or at abnormally high prices 
by order of the Minister responsible for industrial property, at 
the request of the Minister responsible for health.” 
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11.20 Israel Law has made special provisions in Section 120: 


“Compulsory license for medical purposes 


(a) subject to the provisions of section 122, the Registrar 
may — if he was requested to do so and if that 1s 
necessary in order to give the public a reasonable 
quantity of medical supplies — grant a license for —- 


(1) a patented product that can be used as a 
medicament or for the production of a 
medicament; 


(2) a patented process for the production of a product 
said in paragraph (1); 


(3) a patented device that can be used as a device for 
medical purposes or as part thereof. 


(b) This section shall add to, and not derogate from the 
powers of the Registrar under section 117.” 


11.21 While compulsory licences are intended for 
production in Israel, Section 123(c) make special exception 
by providing that licences may be granted, even otherwise 
than for production, if necessary, for public to have a 
reasonable quantity of medical supplies at reasonable prices. 


‘Good reason’ to justify special provision for drugs and 
medicines 


11.22 (i) In their submissions before the Panel in the 
Canada Case all the parties have conceded that prices of 
patented drugs were maintained by patent holders at 
excessively high levels. Most countries, including US, UK, 
Canada and France, have made special provisions to 
safeguard consumer interests in respect of drugs and 
medicines, and to ensure availability of drugs at affordable 
costs. 


(11) Each country — US, UK, EU, France, Germany 
and others, have made special provisions to extend the term 


152 PATENTS FOR FUTURE 


of patents of drugs and medicines to allow for the time 
required for regulatory trials. 


(iii) The special requirements of drug control 
regulations resulting in delay in enjoyment of patent rights, 
is accepted as “good reason” to justify extension of patent 
term and exemption for drug patents from Article 27.1 bar. 
The universal experience — past and present — of patent 
holders charging and maintaining excessive — quite often 
unconscionably high prices of patented drugs, disregarding 
the plight of millions of poor suffering or dying from life- 
threatening diseases like AIDS/HIV, Cancer, drug resistent 
TB, Malaria etc., is a much stronger — ‘good reason’ for 
differentiation and exemption from = Article 27.1 
requirements. 


(iv) The fact that during last century, patent laws of 
all countries have made special provisions for grant of 
compulsory licences in respect of drugs and medicines, 
establishes the rationale and justification for grant of 
compulsory licences and making a special exception for it. 


11.23 (i) Unlike other commodities, in case of drugs and 
medicines, a consumer is under compulsion to buy it 
disregarding the cost factor, for it is a matter of life and 
death or healthcare of himself or his family members. It is a 
matter of necessity and consumer has no choice. In this 
situation, consumers are vulnerable and liable to be 
exploited, if there is only a single source of the drug and the 
producer/supplier is free to claim his price. 


(ii) It has been the universal experience in all 
countries having strong product patent system, that prices of 
drugs under patent, are claimed and maintained at 
exhorbitantly and disproportionately high levels. 


(i) In absence of alternate sources of supply, 
attempts to control the prices by statutory price control 
regulations, have proved to be futile, as the right holder can 
refuse to produce or supply the drug at the statutory prices, 


DISCRIMINATION —- TECHNOLOGY/NON-WORKING 153 


creating artificial shortages, as had happened in Pakistan in 
1995. This is an abuse of patent and laws of almost all 
countries, make special provisions for grant of compulsory 
licences and State/Crown use in respect of drugs and 
medicines. Reference to such provisions in patent laws of 
some of the countries have been reproduced below. 


(iv) The recent experience of the patent holders of 
AIDS/HIV drugs, maintaining unconscionably high prices of 
their patented drugs, while millions of the poor suffering 
from these diseases were dying, and ignoring requests from 
UN Secretary General, WHO, UNAIDS, MSF, OXFAM and 
others, and offering to slash down the prices to less than 4%, 
only when generic manufacturers from other countries made 
public offer of supplying these drugs at about 3% to 4% of 
the prices charged by the right holders and asking also for 
compulsory licences. These facts establish the need and 
justification for grant of compulsory licences, treating them 
as ‘good reasons’ and ‘unique situation’ for the purpose. 


(v) Demand for the product not being satisfied by 
the Patentee on reasonable commercial terms, has been 
accepted as an abuse or ground for compulsory licences and 
revocation, in patent laws of almost all countries. Non- 
availability of patented drugs and medicines at fair prices has 
been regarded as a very serious abuse. 


11.24 In India, the Supreme Court has held: 


(a) that “the right to health, medical aid and to protect the 
health and the vigour of a worker while in service or 
post retirement is a fundamental nght under Article 21 
read with Articles 39(e), 41, 43, 48-A of the 
Constitution of India and fundamental human right to 
make the life of workmen meaningful and purposeful 
with dignity of persons”. Security against sickness and 
disablement 1s a fundamental right under Article 25 of 
the Universal Declaration of Human Rights and Article 
7(b) of International Convention of Economic, Social 
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and Cultural Rights and under Articles 39(e), 38 and 
21 of the Constitution of India.” 


[Ref. — (1995) 5 SCC 482] 


(b) “The right of a citizen to live under Article 21 casts 
obligation on the State. This obligation is further reinforced 
under Article 47, it is for the State to secure health to its 
citizen as its primary duty. No doubt the Government 1s 
rendering this obligation by opening government hospitals 
and health centres, but in order to make it meaningful, it has 
to be within the reach of its people, ......... Since it is one of 
the most sacrosanct and valuable rights of a citizen and 
equally sacrosanct sacred obligation of the State, every citizen 
of this welfare State looks towards the State for it to perform 
it’s obligation with top priority including by way of allocation 
of sufficient funds.” 


[Ref. — (1998) 4 SCC 117] 


11.25 In any case, having regard to the overriding 
obligations of member states under UN Charter Human 
Rights Declaration, Human Rights Treaties, WTO objectives, 
TRIPS objectives, compulsory licence provisions have to be 
applied to patents for drugs and medicines. 


Draconian prices of patented drugs — the ‘abuse’ 


11.26 The working of strong product patent system, with 
ineffective compulsory licensing system, are known to have 
been abused by right holders to deny and _ obstruct 
availability of vital life saving drugs and medicines. But the 
recent events in South Africa demonstrate most glaringly the 
worst abuses to which patent system can be subjected. Millions 
of the poor, suffering from life-threatening diseases, like 
AIDS, HIV, multi-drug resistant TB, cancer and others have 
been denied treatment in the name of patents and patent 
law. Millions have died, and millions more are threatened, 
by such diseases in Sub-Saharan Africa, because they are too 
poor to afford the unconscionably high prices, being 
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charged and maintained by the right holders in respect of 
their patented drugs. As per reports — flucanozole — a drug 
used to treat AIDS-related meningitis, costs US $20 in 
Kenya, but only 0.7$ a day in Thailand where it is produced 
locally. 


11.27 Efforts by UN Secretary General, WHO, UNAIDS, 
MSF, OXFAM and pressures from Governments of several 
countries failed to persuade the right holders to slash down 
the prices of their patented products. The MNCs holding 
patents, obstructed licensing or parallel imports for 
procuring such drugs at affordable prices from other 
sources. Small quantities of drugs offered by some of these 
right holder MNCs at concessional prices, were too little, too 
late and burdened with onerous conditions. This is the 
grossest abuse of the patent system by the right holders and 
the world has been helplessly and timidly watching, while 
millions have died and millions more are threatened, 
particularly in Sub-Saharan Africa, India, Thailand and 
many other countries. 


Abuses resulting from drug patents 


11.28 Apart from the extortive drug prices, the following 
other serious abuses have also been practised in respect of 
drug patents: 


(a) Profiteering ; 
(b) Transfer pricing ; 


(c) Preventing development of indigenous produc- 
tion and R&D ; 


(d) Pressurising local Governments in respect of 
Drug Control and Administration ; 


(e) Dependence on foreign sources for strategic, 
vital commodity ; 


(f) Evergreening ; 


(g) Repetitive claims. 
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Factual data and further discussions in respect of such abuses 
are provided in this author’s previous publication — 
“PATENTS FOR MEDICINE” — published by IDMA in 1998. 


The rationale of local production 


11.29 For better understanding of the issues involved, it is 
necessary to refer to the rationale, and the objective of ‘local 
production’, and for the patent law provisions relative to 
importation and local production. This was explained in UK 
by SIR CRIPPS(in House of Lords in UK during Patent Bill 
Debate), thus:- 


“Nothing could be worse for this country than that foreign 
patents should be protected in this country, while the industry 1s 
carried on abroad. That is the worst form of protection; and 
appears exceedingly hard as regards various industries in this 
country... I hope that in future the patent law of this country will 
serve its proper purpose of encourage inventors and will not be 
used for the improper purpose of preventing new industries being 
established in this country, and of protecting foreigners, who 
supply this country from abroad with articles, merely because they 
have paper patents standing in their names.” 


Problem acute for developing countries 


11.30 This problem is age old and common to all countries. 
But it assumes serious proportions for under-developed 
nations, because large majority of patents are owned by 
foreigners. Their tendency is to acquire patent rights in 
several countries, but produce the patented product only in 
their home country, and to use the patent by importation, 
and to obstruct production or importation by others in all 
the other countries. 


11.31 Working of patent only by importation is defeatitive 
of the very objective of the patent system. For the country 
granting the patent it represents: - 


(i) failure of consideration on part of the patent 
holder to discharge his societal obligations 
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under the patent or frustration of the very 
purpose of the grant; 


(i) denial of opportunity for economic develop- 
ment and growth of industrial/technological 
development — loss to the community; and 


(il) reasonable demand for the product not being 
met on reasonable terms. 


Patent laws provide remedies 


11.32 Many countries have, therefore, treated ‘failure to 
work’ as an abuse and provided measures by way of (i) 
revocation or forfeiture of patents; (ii) compulsory licences; 
and also (iii) revocation, if compulsory licences failed to 
achieve the objective; were provided as remedies. 


Use by importation counterproductive 


11.33 Israel Patent Act (as in force upto 2000 A.D.) by 
Section 119 (3) & (4) treats, among others, the following as 
abuses: 


“(3) exploitation of the invention by way of production in 
Israel is impossible or restricted by the importation of the 
product; 


(4) the product is not produced in Israel and the patent 
holder refuses to grant to a local producer a license 
for its production or use on reasonable terms, neither 
for the requirements of the local market nor for export 
purposes,” 


11.34 In UK, Section 48(3) (as in force before 1999 
amendments) prescribed grounds for issue of compulsory 
licences, which include: 


“(a) where the patented invention is capable of being 
commercially worked in the United Kingdom, that 
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it is not being so worked or is not being so worked 
to the fullest extent that is reasonably practicable; 


(b) where the patented invention is a product, that a 
demand for the product in the United Kingdom— 


(i) is not being met on reasonable terms, or 


(i) is being met to a substantial extent by 
importation; 


(c) where the patented invention is capable of being 
commercially worked in the United Kingdom, that 
it is being prevented or hindered from being so 
worked— 


(i) where the invention is a product, by the 
importation of the product, 


(it) where the invention is a product, by the 
importation of a product obtained directly by 
means of the process or to which the process 
has been applied;” | 


“Preference for United States Industry” - 35 USC 204 


11.35 The U.S. Patent Law title - 35 USC 204 - as 
presently in force, obliges owners of patents acquired under 
funding agreements not to — 


“grant to any person the exclusive right to use or sell any 
subject invention in the United States unless such person 
agrees that any products embodying the subject invention or 
produced through the use of the subject invention will be 
manufactured substantially in the United States.” 


There are similar provisions in patent laws of other 
countries. 


11.36 Before the compulsory licence provisions of Article 5 
of Paris Convention were amended in 1957, or TRIPS 
Agreement text was finally adopted in December 1993, most 
of the countries had Licences of Right and Compulsory 
Licences provisions similar to those in UK Patent Act 1949 
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and Article 5 of Paris Convention, and (European) 
Community Patent Convention did not accept importation 
as working of the patent unless importation was from 
another EC Member. 


11.37 While providing this special privilege and protection 
for patent holders, TRIPS seeks to balance the national and 
public interest. But this does not prevent grant of 
compulsory licences on the grounds of “failure to work” or 
“insufficient working” of patents. 


11.38 In .a recent communication addressed to the 
European council and the European Parliament [Com-2001/ 
96 final] dated 21.2.2001, the European Commission has 
provided an analysis of the compulsory licensing under the 
Paris Convention. The following extracts are interesting: 


“Is lack of local working an acceptable ground under 
TRIPs for the granting of compulsory licences? 


Local working 1s traditionally understood to mean 
manufacturing and marketing of patent protected product 
within the territory of the country where the patent 1s 
registered. The term encompasses two notions: 


—  imdustrial use (local manufacturing) 


— commercial use (sale of locally manufactured and/or 
imported patent protected products). 


Under Article 5B of the Paris Convention, lack of local 
working is expressly allowed as ground for issuing 
compulsory licences. Article 31 nor mentions neither 
specifically excludes it. On this basis, one could argue 
prima facie that TRIPs allows granting of compulsory 
licences for lack of local workings.” 

[emphasis added] 


11.39 Inclusion of Article 5A unconditionally and in the 
same form, clearly confirms that compulsory licences are to 
be allowed as per accepted interpretation of Article 5A. This 
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is a clear and positive indication of the intention to provide 
compulsory licence provisions of Article 5A with the 
judicially confirmed meaning under TRIPS also. Likewise, if 
importation was to be accepted as working of the patent for 
the purposes of grant of compulsory licences as per Article 
5A (2) & (4), there would have been a specific provision for 
the same as in Article 5A(1) of Paris Convention. 


Redundancy to be avoided 


11.40 Article 5A forms integral part of TRIPS Agreement 
by operation of Article 2.1. (Chapter 15) Article 5A provides 
for compulsory licences for failure to work’ or ‘insufficient 
working’ of patents. The objects and principles set out in 
Articles 7 and 8 contemplate technological and industrial 
development and growth in the country granting the patent. 
These provisions would become redundant and meaningless, 
if Article 27.1 is read as denying compulsory licences in case 
of importation. This would be particularly true in developing 
countries, where large majority of the patents are held by 
foreigners, who do not wish to manufacture their patented 
products locally, and are interested only in importation of 
such products from their home countries. 


Article 5A of Paris Convention 


11.41 Article 5A removes any scope of doubts on the 
subject. As required by non-discriminatory clause, Article 
5A(1) ensures continued availability and enjoyment of the 
patent rights, even if it has been used only by way of 
importation, Articles 5A (2) and (4) ensure that the societal 
obligations and conditions, subject to which, the rights are 
granted, are also taken care of. Article 5A thus clarifies and 
brings out.the distinction between the existence and exercise 
of the rights and also provides for the rights and obligations 
of patentee. 


EC Court judgement 


The judgement of EC Court (referred in Chapter 16 below) 
confirms that for the purposes of Articles 5A (2) and (4), 
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importation of the patented product does not amount to 
working of the patent. This judicial interpretation and 
implication of Article 5A (2) and (4) given immediately 
before adoption of Article 5A as part of TRIPS, would 
necessarily imply that TRIPS intends to adopt the same 
meaning. 


Other provisions of TRIPS 


Enjoyment of right assured under compulsory licences 


11.42 If the intention were to deny compulsory licences in 
cases of working by importation, it would have been 
necessary to make a clear and specific provision to that 
effect. Article 27.1 would have been framed adopting the 
readily available draft recognised and accepted for the 
purpose in International convention, viz. Article 46 of 
(European) Community Patent Convention, reading : 


“A compulsory licence may not be granted in respect of a 
Community patent on the ground of lack or insufficiency of 
exploitation, if the product covered by the patent, which 1s 
manufactured in a Contracting State, is put on the market in 
the territory of any other Contracting State, for which such a 
licence has been requested, in sufficient quantity to satisfy 
needs in the territory of that other Contracting State. This 
provision shall not apply to compulsory licences granted in 
the public interest.” 

[Reproduced from EC Court Judgement] 


Section 54(1) of UK Patent Act, 1977 is another similar 
model, it reads:- 


“Special provisions where patented invention is being 
worked abroad.—(1) Her Majesty may by Order in Council 
provide that the comptroller may not (otherwise than for 
purposes of the public interest) make an order or entry in 
respect of a patent in pursuance of an application under 
sections 48 to 51 above if the invention concerned is being 
commercially worked in any relevant country specified in the 
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Order and demand in the United Kingdom for any patented 
product resulting from that working, ts being met by 
importation from that country”. 


11.43 Article 27.1 not applicable to compulsory licences etc. 
(i) Treating patents as a ‘quid pro quo’ package 
deal, failure to produce the patented product within the 
country and use of patent right only for importation, would 
be a failure of consideration on the part of the patentee, or a 
frustration of the contract. Like a Contracting Party, the 
State would normally be entitled to terminate the bargain by 
revoking the grant or ordering forfeiture of the patent. 


(ii) However, Article 27 read with Article 5A(1) of 
Paris Convention seeks to substitute in place of the 
revocation, compulsory licenses as per Article 5A(2) and (4), 
specific remedy of compulsory licences specially referring to 
‘failure to work’. 


(111) Compulsory licence is a special power reserved, 
and specially made available by TRIPS by adopting Article 
5A as integral part of TRIPS. 


(tv) Article 31 enables governments/crown to use the 
inventions in public interest to ensure that the reasonable 
requirements and demand for the patented product in the 
country are satisfied. 


(v) Both these are separate rights, situations and 
remedies, and patent laws of most countries contain both 
these — complementary in their objectives, but yet distinct, 
provisions. 


Chapter 12 


Article 30 — “legitimate interests” 


Article 30 — Scope and Implications 


12.1 Having provided for prevention and control of 
abuses through compulsory licences under Article 5A(2) and 
(4), TRIPS — by Article 30 and 31 — makes provisions for 
other aspects of societies’ interests, viz. promotion and 
protection of public and third party interests by permitting 
use of the patented inventions during the term of the patent 
itself. 


12.2. Patent law can, and should, be drafted to provide fair 
and reasonable State/Crown Use or licensing arrangements, 
which can become operational and effective without any 
delay, and contribute to a faster and all-round growth and 
development of the economy, and advancement of research 
and technological development. 


o.o Obviously, therefore, care has to be taken in drafting 
the terms and procedure for grant of compulsory licences 
and access through State/Crown use, to ensure that these are 
not burdened with elaborate, delaying or defeatitive 
procedures, or by giving control over the grant to the 
patentee. These have to be designed to be responsive to the 
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needs of the community and also of millions of other 
citizens, whose natural and fundamental rights to trade, 
health care and employment opportunities are automatically 
curtailed/controlled by the grant of a patent. People have to 
be provided access to the patented invention on fair and 
reasonable terms. This is part of the ‘quid pro quo’ 
arrangement specifically provided and_ protected as 
mentioned above in the TRIPS Agreement itself, and in 
patent laws of all countries. This vital matter cannot be left to 
the sweet will of the patentee, and clear and effective built-in 
arrangements or safeguards for enforcement of community 
rights have to be made. 


The Canada Case - references 


12.4 The scope and implications of Article 30 have been 
examined and considered in detail, in the recent Panel 
decision in the Canada case (# 1.14 supra). It may be 
recalled that this case arose out of the dispute raised by the 
European Union béfore the WIO/DSB Panel about the 
provisions in the Canadian Patent Act permitting use of a 
patented invention during the patent term: 


(a) the regulatory review exception 


“solely for uses reasonably related to the development 
and submission of information required under any law 
of Canada, a province or a country other than 
Canada that regulates the manufacture, construction, 
use or sale of any products”; [Sections 55.2(1)] 


(b) the stockpiling exception 
‘for manufacture and storage of article intended 
for sale after the date on which the term of the 
patent expires.” [Section 55.2(2)] 


The US Patent law provision 35 USC 271(e) popularly 
referred as “Bolar” type exception, provides for similar 
regulatory exception specially for pharma inventions. 
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12.5 Canada pleaded that since marketing of the 
protected product was not being permitted during the term 
of the patent under either of these provisions, the right 
holder did not suffer any loss, and there was no economic 
impact. Both these provisions, therefore, qualified as 
“limited exceptions” to patent rights permitted by Article 30. 
USA and Australia supported Canada’s case in respect of the 
Bolar type exception as per Section 55.2(1), but not for the 
stockpiling exception as per Section 55.2(2). India and Brazil 
supported Canada’s case on both counts. 


12.6 While rejecting Canada’s contentions in respect of 
stockpiling provision (Section 55.2(2)), the Panel “found that the 
regulatory review exception of Section 55.2(1) is a “limited exception” 
within the meaning of Article 30 of the TRIPS Agreement.” 


12.7. The following few passages from the Panel Decision, 
are helpful in understanding the scope and implications of 
Article 30. 


12.8 Article 30 - implications 


“The TRIPS Agreement contains two provisions authorizing 
exceptions to the exclusionary patent rights laid down in 
Article 28 - Articles 30 and 31. Of these two, Article 30 - 
the so-called limited exceptions provision — has been invoked 
by Canada in the present case. It reads as follows: 


“Exceptions to Rights Conferred 


Members may provide limited exceptions to the exclusive 
rights conferred by a patent, provided that such exceptions 
do not unreasonably conflict with the normal exploitation 
of the patent and do not unreasonably prejudice the 
legitimate interests of the patent owner, taking account of 
the legitimate interests of third parties.” 


12.9 Three conditions — cumulative 


“Both parties agreed upon the basic structure of Article 30. 
Article 30 establishes three criteria that must be met in order 
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to qualify for an exception: (1) the exception must be 
“limited”; (2) the exception must not “unreasonably conflict 
with normal exploitation of the patent”; (3) the exception 
must not “unreasonably prejudice the legitimate interests of 
the patent owner, taking account of the legitimate interests of 
third parties”. The three conditions are cumulative, each 
being a separate and independent requirement that must be 
satisfied. Failure to comply with any one of the three 
conditions results im the Article 30 exception being 
disallowed.” 


“The three conditions must, of course, be interpreted in relation 
to each other. Each of the three must be presumed to mean 
something different from the other two, or else there would be 
redundancy. Normally, the order of listing can be read to 
suggest that an exception that complies with the first condition 
can nevertheless violate the second or third, and that one which 
complies with the first and second can still violate the third. The 
syntax of Article 30 supports the conclusion that an exception 
may be “limited” and yet fail to satisfy one or both of the other 
two conditions. The ordering further suggests that an exception 
that does not “unreasonably conflict with normal exploitation” 
could nonetheless “unreasonably prejudice the legitimate 
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interests of the patent owner”. 


12.10 Object and Purpose 
Canadian view 


“Canada called attention to a number of other provisions of 
the TRIPS Agreement as relevant to the purpose and 
objective of Article 3. Primary attention was given to Articles 
7 and 8.1...” 


“In the view of Canada, the italicized text of Article 7 above 
declares that one of the key goals of the TRIPS Agreement 
was a balance between the intellectual property nghts created 
by the Agreement and other important socio-economic policies 
of WTO Member governments. Article 8 elaborates the socio- 
economic policies in question, with particular attention to 
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health and nutritional policies. With respect to patent rights, 
Canada argued, these purposes call for a_ liberal 
interpretation of the three conditions stated in Article 30 of 
the Agreement, so that governments would have the necessary 
flexibility to adjust patent rights to maintain the desired 
balance with other important national policies.” 


EC response 


“The EC did not dispute the stated goal of achieving a 
balance within the intellectual property rights system between 
umportant national policies.” 


Panel’s view 


“In the Panel’s view, Article 30’s very existence amounts to a 
recognition that the definition of patent rights contained in 
Article 28 would need certain adjustments. On the other 
hand, the three limiting conditions attached to Article 30 
testify strongly that the negotiators of the Agreement did not 
intend Article 30 to bring about what would be equivalent to 
a renegotiation of the basic balance of the Agreement. 
Obviously, the exact scope of Article 30’s authority will 
depend on the specific meaning given to its limiting 
conditions. The words of those conditions must be examined 
with particular care on this point. Both the goals and the 
limitations stated in Articles 7 and 8.1 must obviously be 
borne in mind when doing so as well as those of other 
provisions of the TRIPS Agreement which indicate its object 
and purposes.” 

[Paragraph 7.26] 


12.11 Limited Exceptions 


Referring to Canada’s submission that since the products 
were to be marketed only on expiry of the patent term, 
stockpiling will not have any economic impact, and the right 
holders will not suffer any financial loss. 


“The word “exception” by itself connotes a limited derogation, 
one that does not undercut the body of rules from which it is 
made. When a treaty uses the term “limited exception”, the 
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word “limited” must be given a meaning separate from the 
limitation implicit in the word “exception” itself. The term 
‘limited exception” must therefore be read to connote a 
narrow exception - one which makes only a small diminution 
of the rights in question. “(L)imited” is to be measured by the 
extent to which the exclusive rights of the patent owner have 


been curtailed. 
[Paragraphs 7.30 — 7.31] 


“After analysing all three conditions stated in Article 30 of 
the TRIPS Agreement, the Panel was satisfied that Article 30 
does in fact address the issue of economic impact, but only in 


the other two conditions contained in that Article.” 
[Paragraph 7.49] 


“Viewing all three conditions as a whole, it is apparent that 
the first condition (“limited exception”) is neither designed 


nor intended to address the issue of economic impact directly.” 
[Paragraph 7.49] 


12.12 Normal Exploitation 


“The second condition of Article 30 prohibits exceptions that 
“unreasonably conflict with a normal exploitation of the 


patent”.” 
[Paragraph 7.51] 


“To be sure, the value derived from the exercise of exclusive 
marketing rights during the term of the patent is the key 
imgredient in the exploitation of a patent. The issue in 
dispute, however, was whether the concept of “normal 
exploitation” also includes the additional period of market 
exclusivity that would be obtained, after the term of the 
patent, if patent rights could be used to prevent competitors 
from obtaining, or taking steps to obtain, marketing 
authorization during the term of the patent.” 


[Paragraph 7.52] 


“The Panel considered that “exploitation” refers to the 
commercial activity by which patent owners employ their 
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exclusive patent rights to extract economic value from their 
patent. The term “normal” defines the kind of commercial 
activity Article 30 seeks to protect.” 

[Paragraph 7.54] 


“The normal practice of exploitation by patent owners, as 
with owners of any other intellectual property right, is to 
exclude all forms of competition that could detract 
significantly from the economic returns anticipated from a 
patent's grant of market exclusivity.” 

[Paragraph 7.55] 


12.13 “Bolar” type exception upheld 


“In sum, the Panel found that the regulatory review 
exception of Section 55.2(1) does not conflict with a normal 
exploitation of patents, within the meaning of the second 
condition of Article 30 of the TRIPS Agreement. The fact 
that no conflict has been found makes it unnecessary to 
consider the question of whether, if a conflict were found, the 
conflict would be “unreasonable”. Accordingly, it is also 
unnecessary to determine whether or not the final phrase of 
Article 30, calling for consideration of the legitimate interests 
of third parties, does or does not apply to the determination 
of “unreasonable conflict” under the second condition of 


Article 30.” 
[Paragraph 7.59] 


12.14 Legitimate interests - of patent owner and ‘third 
parties’ 
“The third condition of Article 30 is the requirement that the 
proposed exception must not “unreasonably prejudice the 
legitimate interests of the patent owner, taking into account 
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the legitimate interests of third parties”. 
[Paragraph 7.60] 


“A definition equating “legitimate interests” with legal 
interests makes no sense at all when applied to the final 
phrase of Article 30 referring to the “legitimate interests” of 
third parties. Third parties are by definition parties who have 
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no legal right at all in being able to perform the tasks 


excluded by Article 28 patent rights.” 
[Paragraph 7.68] 


“To make sense of the term “legitimate interests” in this 
context, that term must be defined in the way that ut is often 
used in legal discourse — as a normative claim calling for 
protection of interests that are “justifiable” in the sense that 
they are supported by relevant public policies or other social 


norms.” 
[Paragraph 7.69] 


‘Tt is often argued that this exception is based on the 
notion that a key public policy purpose underlying patent 
laws is to facilitate the dissemination and advancement of 
technical knowledge and that allowing the patent owner to 
prevent experimental use during the term of the patent 
would frustrate part of the purpose of the requirement that 
the nature of the invention be disclosed to the public. To 
the contrary, the argument concludes, under the policy of 
the patent laws, both society and the scientist have a 
“legitimate interest” in using the patent disclosure to 
support the advance of science and technology. While the 
Panel draws no conclusion about the correctness of any 
such national exceptions in terms of Article 30 of the 
TRIPS Agreement, it does adopt the general meaning of 
the term “legitimate interests” contained in legal analysis 


of this type.” 
[Paragraph 7.69] 


“(T)he reference to the “legitimate interests of third parties” 
makes sense only if the term “legitimate interests” is construed 


as a concept broader than legal interests.” 
[Paragraph 7.71] 


12.15 Second claim of “legitimate interests” 


“On balance, the Panel concluded that the interest claimed 
on behalf of patent owners whose effective period of market 
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excluswvity had been reduced by delays in marketing approval 
was neither so compelling nor so widely recognized that it 
could be regarded as a “legitimate interest” within the 
meaning of Article 30 of the TRIPS Agreement.” 

[Paragraph 7.82] 


Non-commercial use exception 


12.16 Some of the countries, like Japan, Denmark, 
Germany, UK, France and Israel, specifically provide that 
the exclusive right extends to “commercially” work the 
patented invention. The necessary implication is that in 
these countries, non-commercial use of an invention does 
not constitute infringement of the patent. 


US Law provisions 


12.17 US Law - 35 USC 271 makes special exception for 
certain class of pharma products, such as_ preventive 
injunction, by providing (Bolar provisions) in Section 271(e) 
that making, using, offering to sell, or selling or importing 
certain specified products, solely for uses reasonably related 
to regulatory trials for FDA approval, shall not constitute 
infringement. It also provides that in case of any 
infringement of any patent relating to such product, “no 
mjunctive or other relief may be granted, which would prohibit the 
making, using, offering to sell, or selling within the United States or 
umporting into the United States”. This is virtually a compulsory 
licence. 


12.18 In this context, reference can be made to Article 68 
and 101 of Japanese Patent Law (as last amended on May 6, 
1998). 


Section 68 provides: 


“A patentee shall have an exclusive right to commercially 
work the patented invention ......... 


12.19 Section 101 provide that manufacturing, assigning, 
leasing etc. of articles exclusively used for manufacture of the 
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product will be considered as infringing only, if this is done 
“in the course of trade”. This means that these acts not done in 
the course of trade, are not to be treated as infringement. 
The retention of these provisions in the Japanese Patent Law 
even after it was amended in May 1998, implies that Japan 
does not accept non-commercial use of the patented 
invention as infringement. 


12.20 The two other exceptions to the exclusive rights of 
the patent holder, which were generally conceded by all, are: 


(i) “the prior use exception”; 
ee “ ° : . ° ” 
(ii) “the scientific experimental use exception”; 


(ill) preparing medicines in pharmacies as_ per 
medical prescription; 


(iv) use on ships or aircrafts in transit. 


12.21 Items (i) and (ii) are supportable — even without 
recourse to Article 30 exceptions — on considerations of basic 
principles of dissemination of information and development 
of research and technology, and rights of society and third 
parties. In fact, patent laws of almost all countries provide 
for such exceptions. 


Chapter 13 


Article 31 
State/Crown/Third party Uses 


HISTORICAL BACKGROUND 


Sovereign rights 


13.1 One of the means traditionally adopted for enforcing 
the State’s rights under the patent system, was granting 
patents subject to rights of the sovereign, to directly or 
indirectly use the patented invention without the 
authorisation of the right holder. Such use was in exercise of 
State’s sovereign powers and immunity, and was not treated 
as infringement. 


13.2 This concept of absolute sovereign immunity got 
diluted in course of time. It is now claimed mainly in matters 
of national security, defence and national emergencies, and 
compensation was accepted as payable for such use. U.S. 
Statute 28 USC 1498 is an example of such sovereign power 
retained by US even after enforcement of TRIPS Agreement. 
Significantly, the Patent Law title 35 USC 296 gives up such 
immunity enjoyed by different constituent States of USA 
under the 11th Amendment of the US Constitution. But 
such immunity enjoyed by the United States (Federation) 
and their instrumentalities and agents, remains unaffected 
even after TRIPS enforcement. 
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13.3. Patent laws of all countries now accept that patents 
will also bind, and be respected by, the state/Crown/ 
governments. However, to ensure that such exclusivity does 
not prevent the State from discharging its fundamental 
duties and sovereign functions, special powers and privileges 
have been reserved and retained in most patent laws, for use 
of patented inventions by the State without authorisation of 
the right holder, with provision for payment of 
compensation. 


13.4 Such powers are generally expressed in the widest 
terms to cover all possible eventualities, and particularly those 
involving national security, emergencies, defence and basic 
needs of the community, such as healthcare, environmental 
control, and other matters of vital concern to the community. 
In USA, such powers are reserved by US Statute — 28 USC 
1498 etc. In UK, such powers are reserved by Sections 55 to 
58 of UK Patent Act 1977. 


13.5 TRIPS Agreement recognises and allows for this 
situation. As discussed in Chapters | and 2, the underlying 
principles and societal objectives, are recognised and spelt 
out in Articles 7 and 8, and the legislative measures for 
Government use without authorisation of right holders, are 
specifically made in Article 31, which lays down the 
requirements and conditions to be ‘respected’ for such use. 


13.6 Significantly, the USA, UK, France and some of the 
other countries have not amended their patent law 
provisions on Government/Crown use, for compliance with 
the conditions of Article 31, clearly suggesting that such 
conditions and requirements are flexible, in the nature of 
recommendations, and not to be treated as mandatory. 


State/Crown use provisions — the rationale 


13.7 State/Crown use provisions, as observed in patent 
laws of many countries, are considered necessary and 
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incidental to sovereign powers and ‘functions of the State. 
These are broad based and empower the Government to use, 
or permit use of an invention without authorisation of the 
right holder, for all the activities undertaken, and the 
services to be provided, by the State. These are considered 
necessary and in the larger interests of the State for 
protecting security of the State, defence purposes, or for 
providing or maintaining essential supplies or services. 


13.8 ‘The wide scope of the powers reserved by the State, 
can be seen from US Statute 28 USC 1498. Matters covered 
in Section 56 of UK Act of 1977, for the services of the 
Crown include — 


“(a) the supply of anything for foreign defence 
purposes; 


(b) the production or supply of specified drugs and 


medicines; and 


(c) such purposes relating to the production or use of 
atomic energy or research into matters connected 
therewith as the Secretary of State thinks necessary 
or expedient.” 


No procedural fetters 


13.9 Generally, State use is for non-commercial purposes, 
and mainly in discharge of the State’s duties towards the citizens. 
As such, the powers reserved are very wide and all-embracing, 
and are normally unfettered by any restrictive conditions or 
procedural requirements, such as prior notice, consultation or 
information to the right holder or any provisions for judicial 
review of the authorisation. Any such departmental or judicial 
review would be restricted to the terms, particularly the 
compensation to be provided for such use. 


Article 31 requirements ignored 


13.10 (i) Article 31 specifically requires that for ‘use by 
the Government’, its provisions ‘shall be respected’. 
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(i) As worded, Article 31 provisions would certainly 
apply to State/Crown use provisions. However, a study of the 
State/Crown use provisions in patent laws of different 
countries reveals that most of them do not satisfy the 
requirements prescribed by Article 31. 


(wi) Ignoring these, most countries (G-7 included) 
have reserved very wide, unlimited and overriding powers 
for State/Crown uses, which do not ‘respect’ any of the terms 
prescribed by Article 31, except that patent laws of most 
countries provide for payment of compensation to the right 
holder to be determined as per statutory provisions. 


13.11 Such state/Crown use may be made directly by the 
concerned Department of the Government, or it may employ 
some servants/agents or contractors to do the job. 28 USC 
Section 1498 extends the scope of state use by stipulating 
that the use “by a contractor, a sub-contractor, or any person, firm, 
or corporation for the Government and with the authorization or 
consent of the Government, shall be construed as use or manufacture 
for the United States.” 


13.12 Relevant extracts of the state/Crown use provisions in 
the patent laws of a few countries (such as US Law — 28 USC 
1498; UK Act 1977 — Sections 55 to 59), are reproduced in 
Appendix III are illustrative, and provide models for the 
circumstances or grounds for exercise of powers; the extent 
and nature of such powers, and procedures and terms, which 
could be adopted. 


Article 31 — the benefits 


13.13 Understood in proper context and applied correctly, 
Article 31 provisions (full text in AppendixI) can be 
fruitfully employed to promote the objectives and principles 
of TRIPS as set out in Articles 7 and 8. It is intended to 
extend the social benefits of patents to other areas — not 
covered by compulsory licence provisions of Articles 5A (2) 
and (4), by means of the government and third party uses 
during the patent term. 
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ARTICLE 31 - ANALYSED 


13.14 Article 31 of TRIPS (Part) reads: 


“Where the law of a Member allows for other use of the 
subject matter of a patent without the authorization of the 
right holder, including use by the government or third 
parties authorized by the government, the following 
provisions shall be respected: 


(a) authorization of such use shall be considered on its 
individual merits: 

(b) such use may only be permitted if, prior to such use, the 
proposed user has made efforts to obtain authorization 
from the night holder on reasonable commercial terms 
and conditions and that such efforts have not been 
successful within a reasonable period of time. This 
requirement may be waived by a Member in the case of a 
national emergency or other circumstances of extreme 
urgency or in cases of public non-commercial use. In 
situations of national emergency or other circumstances 
of extreme urgency, the right holder shall, nevertheless, 
be notified as soon as reasonably practicable. In the case 
of public non-commercial use, where the government or 
contractor, without making a patent search, knows or 
has demonstrable grounds to know that a valid patent ts 
or will be used by or for the government, the right 
holder shall be informed prompily.” 


13.15 Article 31 of the TRIPS Agreement provides for 
“other use without authorization of the right holder” and 
requires that “the following provisions shall be respected”. 
These provisions summarised, are: 


31(a) authorisation of such use will be considered on 
its individual merits; 


31(b) authorisation will be granted only if the 
proposed user has made efforts to obtain the 
licence on reasonable commercial terms; 
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31(c) the scope and duration of the authorization 
must be limited; 


31(d) authorisation is non-exclusive; 
31(e) the authorization is non-assignable; 


31(f) the predominant objective of the authorization 
must be, the supply of the domestic market; 


31(g) the authorization will be suspended if the 
circumstances that led to it cease to exist; 


31(h) the patent holder must be given adequate 
remuneration, taking into’ account the 
economic value of the authorisation; 


31(i) any such decision should be subject to judicial 
or independent review; 


31(j) decision relating to remuneration, also subject 
to judicial or independent review; 


31(k) for anti-competitive practices — conditions (b) 
to (f) above need not be applied, and 
determination of remuneration may take into 
account the need to correct such practices — 
termination of authorisation to use may be 
refused if conditions likely to recur; 


31(1) authorisation may be given for exploitation of a 
second patent involving important technical 
advance with provision for cross-licence. 


13.16 Article 31 provides for “other use ... without the 
authorisation of the right holder, including use by the government or 
third parties authorized by the government”: 


(a) ‘This would include — 
(1) non-commercial use by the government; 
(11) commercial use by the government; 
(111) non-commercial use by third parties; and 


(iv) commercial use by third parties. 


ARTICLE 31 179 


(b) ‘The use of the word “including” implies that this 
list is not exhaustive. However, in case of semi- 
conductor technology, “other use” permitted is 
only by way of public non-commercial use [vide 
Article 31 (c)]. 


(c) ‘The three exceptions referred in clause (b) — viz. 
‘national emergency’, ‘extreme urgency’, and 
‘public non-commercial use’ only go to show that 
the expression ‘other uses’ contemplated by 
Article 31 is of wide amplitude, extending to all 
uses of a patent by the government — including 
commercial uses and uses undertaken by it for 
sovereign and non-sovereign functions, and not 
falling within the scope of Article 30. The 
government use provisions of Article 31 are of 
special interest as they can provide additional 
means to achieve the objectives and principles of 
Articles 7 and 8. 


(d) Significantly there is no reference to any - 
authorisation for use to prevent any abuses, 
Prima facie therefore, there is nothing to show 
that it applies to Article 5A(2) or 5A(4), which 
are applicable to abuses. 


Clause (a) — “Individual merits” 


13.17 Clause (a) requires that such use “shall be considered 
on individual merits”, i.e. on case to case basis. Article 31 
clause (a) does not prescribe any special procedure to be 
followed, or the matters to be considered, for the 
authorization. The objectives and principles of Articles 7 and 
8 could be accepted as one of the guiding considerations for 
public/government uses. For third parties, for private 
commercial use, the considerations could be the bonafides 
and capability of the intending user. To be effective, the 
procedure must be simple, expeditious, and in keeping with 
Article 4] requirements. 
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Third Party’s Rights 

13.18 TRIPS also protects interests of third parties, who are 
otherwise restrained by patent grant from using the patented 
invention during the patent term. It is significant that Article 
31 does not stipulate any minimum period or other public 
interest requirements to be satisfied for third party use. This 
provision can be used to promote the objectives and 
principles set out in Articles 7 and 8. 


‘Third Party’ use 

13.19 Article 31 provides for ‘third party’ use. It is most 
significant that Article 31 of TRIPS specifically “allows for 
other use of the subject matter of a patent without authorization 
of the right holder, including use by the government or third 
parties authorized by the government”. Recently, in the case 
WT/DS114/R (para 7.68), the WTO/DSB_ panel has 
interpreted the words “third parties”. “Third parties are by 
definition parties who have no legal right at all in being able to 
tasks excluded by Article 28 patent nght.” The only condition 
required to be satisfied by third party for being permitted 
to use the patented invention, is that “prior to such use, the 
proposed user has made efforts to obtain authorization from the 
right holder on reasonable commercial terms and conditions and 
that such efforts have not been successful within a reasonable 
period of time.” 


13.20 Clause (b) - Attempts for authorisation from right 
holder 


(1) Barring three specific exceptions of “national 
emergency’; “extreme urgency” or “public non-commercial use”, in 
all other cases of “other uses” as per Article 31, clause (b) 
requires that the right holder should be first approached for 
his authorisation for the intended use and for reasonable 
commercial terms for such use, and only if the right holder 
fails to authorise such use on “reasonable commercial terms” and 
within “reasonable period of time”, recourse can be taken to 
authorisation as per Article 31. 
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(uw) “Reasonable commercial terms” and “reasonable 
time”: Article 31 is in recognition of third parties’ rights to use 
the invention during the patent term on reasonable terms. The 
requirement of first approaching the right holder, necessarily 
implies a corresponding obligation on the right holder to give 
such authorisation on “reasonable commercial terms”, and within 
“reasonable period of time”. If the right holder fails to do so, the 
remedy of such use without such authorisation is made 
available. 


(2) The expressions “reasonable commercial terms” and 
“reasonable period of time” have not been defined or specified 
in Article 31. The necessary implication is that each country 
is left free to specify or define these according to its own 
economic and technological development, national priorities 
and the nature of goods, and possibility of indigenous 
production and availability. 


(iv) “Reasonable commercial terms”: For determin- 
ing reasonable commercial terms and conditions, broad 
guidelines are available in Article 31(h) reading: 


“The right holders shall be paid adequate remuneration in 
the circumstances of each case, taking into account the 
economic value of the authorization”. 


(v) Articles 40 (1) and (2) (see Appendix I) provide 
the guidance about the possible abuses and anti-competitive 
practices to which right holders resort, and which have to be 
avoided. 


13.21 Reasonable commercial terms, in the context would 
imply the terms a willing right holder would offer to a willing 
user and involve consideration of: 


(i) fair return to the inventor/owner, having regard 
to the nature of the invention and the costs, 
efforts and risks involved in the invention; 


(i) extent of demand and availability; 
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(iii) technical know-how and _ assistance, whether 
provided; 


(iv) prevalent market terms for similar arrangements; 


(v) exports/imports being permitted; 


13.22 Right holders desiring to derive maximum benefits of 
exclusive rights during the entire patent term, normally 
resort to evasive and delaying tactics and prescribe extortive 
terms. This would deny to the society and third parties, the 
benefits due to them under the patent bargain. The 
requirement of reasonableness as to terms and period is, 
therefore, an important safeguard against possible 
exploitation of third parties, consumers and the situation, 
and also against anti-competitive practices by right holders. 


13.23 To facilitate an early decision and grant of 
compulsory licences, it is permissible and necessary to 
prescribe the maximum remuneration or royalty and also 
the maximum time that right holder could take to decide 
and respond, failing which, recourse to authorisation should 
be allowed as a matter of course, as per Article 31. 


13.24 A reference to the rates of royalty generally 
prescribed by different countries in their patent laws, range 
from 1% to 4% of the sales turnover, depending on the 
nature of the goods. Having regard to the potential of a vast 
market and opportunities being opened up, and the longer 
patent term available, under the WTO and TRIPS regimes, 
remuneration on basis of even 1% royalty may provide a very 
fair return to the right holder. Argentina has provided the 
maximum period of 150 days, within which, if the right 
holder does not respond, authorisation should be 
considered. 


13.25 Clauses (i) and (j) of Article 31, provide for review of 
the decision relating to authorisation as well as 
remuneration, by judicial authority or by independent and 
distinct higher authority. This would involve further delay. 
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Here also, the maximum periods for filing applications for 
such review, and as well as for disposal of the case, should be 
fixed. There is no requirement that pending any such appeal 
against grant of authorisation, the compulsory licence should 
be withheld or suspended. It is therefore possible to allow 
the licencee to operate the licence pending such appeal. 
Consumers interests also require that the products of 
invention be made available to them without delay. 


Exceptions to prior authorisation rule [Clause (b)] 
13.26 Reference to the cases of 


(1) national emergency, or 
(2) other circumstances of extreme urgency; or 


(122) public non-commercial use; 


in clause (b) is of the circumstances, which would not require 
the right holder to be approached first for his authorisation 
before the Government can itself start using, or allow third 
parties to use, the patent as per Article 31. The State/Crown 
use would qualify as “public non-commercial use” for exemption 
from requirement of first approaching the right holder for 
authorisation. 


13.27 The requirement of ‘reasonable commercial terms and 
conditions’, suggests that this condition is intended to apply 
only to commercial exploitation of the patent, considerations 
which arise in case of states obligations to prevent/control 
abuses are quite different. 


13.28 The guiding consideration for prevention of abuse is 
the public interest and promoting the objectives of the 
patent system and the TRIPS Agreement, and _ not 
commercial exploitation. This negatives applicability of 
Article 31, and in case of the requirement of first 
approaching the right holder for compulsory licence cases 
covered by Article 5A. 
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13.29 The three exceptions in Clause (b) are often 
misrepresented to be the only circumstances, under which 
“other use” provisions of Article 31 can be availed of. In fact, 
on reading first part and clause (b) of Article 31, it is clear 
that Article 31 provides for all the four types of uses as 
mentioned in Paragraph 13.16 above. 


13.30 Other requirements of Article 31: 


(i) Requirements of clauses (b) to (f) are optional 
for judicially determined anti-competitive practices (31k). 


(wz) What are ‘anticompetitive practices’ is also left 
undefined. This is obviously intended to enable each country 
to decide and prescribe the practices, which are to be 
regarded as anticompetitive in the context of its own 
economic development and priorities. In fact, most countries 
have established laws to prevent and control monopoly and 
anticompetitive practices. All such practices would be taken 
to be recognised. 


(w) Clause (h) advisedly avoids defining or fixing 
criteria for determining ‘adequate remuneration’ or 
‘economic value of authorisation’, and by clause (k) also 
permits ‘the need to correct anti-competitive practices’ to be 
taken into consideration. 


(iv) Most importantly it does not require 
“compensation for loss of profit” as in Section 57A of UK Act 
or as “reasonable and entire compensation” as required by 
28 USC 1498. 


(v) It is left open to each member country to 
prescribe the “adequate remuneration” or the “economic 
value of authorisation” having regard to its own national 
economy and other relevant considerations. By not 
specifying or limiting these in any manner, TRIPS 
recognises that these are bound to be different from 
country to country. In fact most often the prices fixed by 
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patent holders vary from country to country and generally 
also reflect such economic differences. 


(vt) This view is reflected in the principle of tiered 
pricing recently proposed for ensuring availability of vital 
drugs at affordable prices in developing nations. The scheme 
contemplates that manufactures of patented pharma 
products may maintain high prices in advanced countries, 
but should supply such products at lower prices to 
developing nation having regard also to the capacity of the 
consumers to pay. 


(vu) The requirement of termination need not be 
applied if the circumstances are likely to recur. In case of 
third party commercial use, such termination can only be for 
non-payment of royalty or the consideration. 


(viii) Review as per clauses (i) and (j) may be by 
judicial or a distinct higher authority. 


(ix) Even termination as per clause (g) is made 
conditional upon adequate protection for affected parties. 


Article 31 - flexible 


13.31 It is thus clear that Article 31 requirements are not 
rigid, and involve consideration of various circumstances, 
most of which are undefined and left to be decided by the 
concerned member countries. The entire scheme of Article 
31 makes its applicability being regarded as rigid or 
mandatory. This is also seen from post-TRIPS patent laws of 
even the objecting countries. 


Is Article 31 applicable to compulsory licences? 


13.32 The controversy about compulsory licence provisions 
during negotiations on TRIPS, coupled with absence of any 
provision relating to compulsory licences for patents in the 
main text of TRIPS, appears to have misled many to believe 
that Article 31 also governs compulsory licences under 


186 PATENTS FOR FUTURE 


TRIPS. However, reading Articles 5A (2) and (4) of Paris 
Convention, with Article 2.1 of TRIPS removes this 
misconception. But the objectors continue to insist that 
Article 31 requirements are applicable to all compulsory 
licencees under TRIPS. This issue is of vital concern to 
developing nations desiring to promote their industries and 
technological development and for healthcare needs of their 
people. 


13.33 Read in proper context, it will be appreciated that 
Article 31 does not provide for or regulate compulsory 
licences. In fact, reference to Article 31 in this context of 
compulsory licences would introduce greater inconsistency, 
and nullify the objectives and principles of Articles 7 and 8 of 
TRIPS and provisions of Article 5A of Paris Convention. As 
per established principles of interpretation of International 
Law, an international treaty or convention can not be 
interpreted in a manner which would defeat or render inutile, 
any other provision of that treaty. 


13.34 The question can be studied from four different 
aspects viz: 


(a) Ordinary meaning of the provisions; 
(6) Contextual references which negate such view; 
(c) Purpose; and 


(d) Implications. 


‘Ordinary meaning’ 

13.35 Prima facie, and applying the “ordinary meaning” 
rule, as per established rules of interpretation, it would be 
clear that Articles 5A (2) and (4) of Paris Convention, and not 
Article 31 of TRIPS, would apply and regulate ‘compulsory 
licences’. The adoption in the same treaty of different 
expressions, namely, “other uses”, “without authorisation of the 
right holder” and “compulsory licences” having established 
distinct meanings, have to be understood and interpreted to 
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convey different intentions, particularly when there is no 
other specific provision compelling a different view. 


Article 31 


13.36 Analysing Article 31 in this context, the following 
points come up for consideration: 


(2) 


(1) 


(211) 


(w) 


(v) 


Article 31 provides for “use” by Government and 
also by ‘third parties authorised by the 
Government’. It specifically “allows for other use of 
the subject matter of a patent without authorisation of 
the right holder, including use by the government or 
third parties authorized by the government”. 


Recently, in the Canada case, the Panel has 
interpreted the words “third parties” :— “Third parties 
are by definition parties who have no legal right at all in 
being able to perform the tasks excluded by Article 28 
patent nghts.” (Paragraph 7.68). 


Article 31 differs from Articles 5A(2) and 5A(4) 
which are available for prevention or control of 
abuse of patent rights. Article 31 does not 
prescribe any conditions precedent or grounds 
for such use by the Government or those 
authorised by the Government. 


The only condition required to be satisfied by 
third party for being permitted to use the 
patented invention as per Article 31, is that 
“prior to such use, the proposed user has made efforts 
to obtain authorization from the right holder on 
reasonable commercial terms and conditions and -that 
such efforts have not been successful within a 
reasonable period of time.” 


Thus, TRIPS also protects interests of third 
parties, who are otherwise restrained by patent 
grant from using the patented invention during 
the patent term. It is significant that Article 31 
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does not stipulate any minimum period or other 
public interest requirements to be satisfied for 
third party use. 


(vi) Thus, Article 31 provisions properly understood 
and applied, can be used to promote the 
objectives and principles set out in Articles 7 
and 8. 


13.37 The important points to be noted in this context, are: 


(i) It is made applicable only to “other use” “without 
authorisation of right holder”. It makes no reference to 
“compulsory licences” for which separate specific provisions 
are made in Articles 5A (2) and (4) of Paris Convention 
(Chapter 15). If Article 31 provisions were to be applied also 
to compulsory licences, there would have been a specific 
reference as in Article 37(2) of TRIPS. 


(iu) Prima facie use of different words in Article 31, 
viz. “other uses”, without reference to “compulsory licences”, 
would signify different intentions. Referring to the different 
expressions ‘use’ and ‘other use’ used in Articles 30 and 31 
of TRIPS, the Panel observed: 


“Articles 30 and 31 were not framed in similar terms and, as 
the Appellate Body had made clear in Alcoholic Beverages, due 
effect must be given to the distinction between different words 


and expressions.” 
[Paragraph 4.41 (a)(ii)] 


13.38 Different expressions - different meanings and 
scope 

(1) ‘TRIPS itself makes clear distinction and employs 
the words “use” (in Articles 15.3, 16.1, 16.3, 19.1, 19.2, 20, 
23, 24.4, 24.5, 30, 31 and 37.2), and words “licence” (Article 
40) and “compulsory licence” (Articles 21 and 37.2 of 
TRIPS, & Article 5A of Paris Convention) to provide for 
different situations with different scope, rights, remedies and 
conditions prescribed for each of them. 
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(2) The expressions “use” and “compulsory 
licence” had also been used, and each of them had acquired 
its own distinct and different meaning in patent laws of 
different countries and international treaties, long before the 
Dunkel Draft Text containing the TRIPS Agreement was 
drafted and finalised for adoption in December 1993. These 
expressions have, therefore, to be read as implying such 
acquired significance. 


(22) It is a well-settled principle of interpretation of 
statutes, that where the legislature uses an expression with a 
well established connotation, it must be presumed to have 
used such expression in the sense in which it has been so 
understood. 


(w) The significance of these references can be 
better appreciated in light of the principle formulated by the 
House of Lords, UK, thus: 


“When a particular form of legislative enactment, which has 
received authoritative interpretation whether by judicial 
decision or by a long course of practice, is adopted in the 
framing of a later statute, it is a sound rule of construction to 
hold that the words so adopted were intended by the legislature 
to bear the meaning which has been so put upon them.” 


[Per LORD HALSBURY in UK House of Lords — 
Ref. (1933) All ER Rep 52 (HL)] 


(v) When it is intended to apply the same provision 
to “uses” as well as “compulsory licences”, both these terms 
are used as in Article 37.2 of TRIPS. This shows that these 
terms have been employed in TRIPS to indicate different 
meanings. 


“Uses”, “Licences” & “Compulsory Licences” - 
Usage in Patent Laws of different countries 


13.39 Patent Laws of almost all countries, including USA, 
UK, Israel, India and others have been using - and have, 
even after coming into force of the TRIPS Agreement, 
continued using — these terms in the same well-recognised 
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sense with and clear distinction between the expressions 
“licences” [Article 40 of TRIPS]; “compulsory licences” [Paris 
Convention - Article 5A(2) & (4)]; “Use” — Article 30. Foot 
Note on Article 31 of TRIPS clarifies that “other use” refers to 
use other than that allowed under Article 30”. Chapter 6 and 
Appendix III contain few such references, and have acquired 
definite meanings in the context patent laws, the world over. 


“Licence” — “‘use”’ 


13.40 A reference to these words as used in Patent laws of 
different countries brings out the following differences in 
their usage and significance: 


(a) Licence implies regular, long term, legal 
arrangement with well defined mutual rights and 
obligations, whereas the word “use” has generally 
been used with reference to use by the State itself; 
or use made by third parties, under authority of 
Statutory power; or special or casual uses in 
emergency situations imposed under statutory 
powers. (as in Article 30 and 31 of TRIPS). 


(b) A licence is an authorisation of an act, which, 
without such authorisation, would be unlawful, 
or in case of intellectual property rights, an 
infringement. 


(c) It is a legal relationship between Licensor and 
Licensee with mutual rights and obligations set 
out in a formal document made, or deemed to 
be, effective as a ‘deed’. 


(d) ‘The licence is usually terminable by the Licensor 
in the event of breach of licence terms. 


(e) “Licence” can be voluntary, i.e. by contract 
between parties; or compulsory, i.e. without 
consent of the right holder, by statutory 
authority under a statutory power. (Ref. - Article 
40 of TRIPS and Articles 5A(2) and 5A(4) of 
Paris Convention). 


() 


(g) 


(h) 


(2) 


()) 


(k) 


(1) 
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A compulsory licence - as distinguished from 
contractual licence granted by the right holder — 
is a licence given by statutory authority in 
exercise of statutory powers on application of an 
interested party. Its terms are settled by the 
authority. 


In either case, its subsequent operation is as a 
“deed” in accordance with the settled licence 
terms. (e.g. — Section 45(1) of 1949 UK Act; 
Section 53(4) of 1977 UK Act.; Section 98 of 
Indian Patent Act 1970; Section 70 of Canada 
Act; and Section 133(4) of Australian Act). 


Thus licence establishes a direct legal and long- 
term relationship between the parties governed 
by the terms of the “Deed”. 


The “use made by the State/Crown of a patented 
invention, in exercise of its sovereign or 
statutory powers, is. included in patent laws of 
almost all countries. 


Such use is referred as “use”, and is without 
authorisation of right holder. 


It is not in the nature of a licence. There is no 
deed. 


The use of the invention is generally regulated 
by the State for the purposes of the State by law 
and regulation and statutory orders. 


Therefore, in absence of a specific contrary provision, 
conditions applicable to ‘use’ cannot be applied to the 
‘licence’ and vice versa. 


Article 5A adopted without reservation 


13.41 It is significant that the existing provisions about 
“compulsory licences” in Paris Convention have been 
adopted without any modification. When the benefit of 
“compulsory licensing” is to be denied, TRIPS makes specific 
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provisions in Article 21 in respect of trademarks. In absence 
of any such provision (as in Article 21 of TRIPS) either 
deleting or limiting the compulsory licensing in respect of 
patents, or modification of Articles 5A(2) or 5A(4), the 
presumption is that the existing provisions of Articles 5A(2) 
and 5A(4) are to be retained and applied with full vigour and 
independently of Article 31. 


13.42 The established rule of interpretation — that when a 
treaty adopts different concepts with disparate meanings, 
each of them should be given different meaning and scope 
to avoid redundancy and inutility - has been reconfirmed 
and applied by the Panel in both Canada cases (WI/DS114 
and WI/DS170) in the context of the TRIPS Agreement and 
Article 31. (# 13.37 supra) 


Legal implications of such usage 


13.43 Referring to similar situation of usage of different 
words — “making” and “using” — in different provisions of 
TRIPS Agreement, the Panel observed: 


“If the right to exclude sales were all that really mattered, 
there would be no reason to add other rights to exclude 
“making” and “using”. The fact that such nghts were 
included in the TRIPS Agreement, as they are in most 
national patent laws, is strong evidence that they are 
considered a meaningful and independent part of the patent 


owner’s rights.” 
[Paragraph 7.33] 


13.44 (i) Article 31 does not contain any reference to 
“compulsory licences”, for which specific provisions are made 
by inclusion of Articles 5A (2) & (4) as parts of TRIPS as 
stated above. The two expressions, namely, “use by the 
government or third parties authorised by the government”, 
“without the authorisation of the rightholder” [Article 31] 
and “compulsory licences” [Articles 5A(2) & (4)], are 
employed in TRIPS to indicate different provisions with 
distinct significance, scope and implications. 
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(wz) This is brought out from simultaneous use of 
similar two expressions in Article 37(2), namely: “use by or 
for the government without the authorization of the right 


holder” and “non-voluntary licensing” (i.e. “compulsory 
licences”). 


(2) Reference to Article 21 of TRIPS, which 
prohibits “compulsory licensing of trade marks”, also leads to 
similar conclusions, namely that whenever TRIPS intends to 
refer to “compulsory licences”, or whenever any restrictions 
or conditions are to be imposed, TRIPS makes specific 
provisions to that effect. 


Ordinary meanings - TRIPS adopts judicially established 
expression 


13.45 What would be the ordinary meanings of Articles 
5A(2) and 5A(4), or of the word “use” in context of patents 
were, therefore, not in doubt. This had already been 
authoritatively established and confirmed by judicial 
pronouncements in February 1992, shortly before the TRIPS 
Agreement text was finalised in December 1993. European 
Commission and UK, which were actively involved in 
drafting and finalisation of the TRIPS text, were also parties 
to these cases, which were decided when the TRIPS text was 
being drafted, and discussed. The implications of this 
judgement for understanding of Article 5A are considered in 
Chapter 16. 


If, therefore, it was intended to apply Article 31 and 
not Article 5A to compulsory licences under TRIPS, they 
would have insisted on necessary clarifications in Articles 31 
or 5A. 


“Reading down” Article 31 

13.46 The powers for State/Crown uses reserved, and 
continued post-GATT in patent laws of almost all countries, 
are in exercise of sovereign power and are not treated as 
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regulated by Article 31 of TRIPS, though Article 31 
specifically refers to ‘use’ by the government ‘without 
authorisation of the right holder’. 


Article 31 is, therefore, to be read as of very limited 
application and not applying even to such State/Crown uses. 
To construe otherwise, would involve direct violations of 
TRIPS by these countries — including USA, UK and other 
countries as brought out in Chapter 6. 


13.47 Summarising the points, it will be appreciated that 
the requirements of Article 31, cannot be applied to 
compulsory licences under Articles 5A(2) and 5A(4), because: 


(i) Articles 5A(2) and 5A(4) of Paris Convention are 
provisions specifically made to _ regulate 
“compulsory licences” and to prevent and 
control abuses. Article 31 only refers to “other 
uses” and there is clear established distinction 
between “compulsory licences” and “uses”. 


(%) When the benefit of “compulsory licensing” is to 
be denied, TRIPS makes specific provisions in 
Article 21 in respect of trademarks. 


(wi) The existing provisions about “compulsory 
licences” in Paris Convention have been adopted 
without any modification or reservations as in 
Article 9. 


(wv) In absence of any such provision (as in Article 21 
of TRIPS) either deleting or limiting the 
compulsory licensing in respect of patents, or 
modification of Articles 5A(2) or 5A(4), the 
presumption is that the existing provisions of 
Articles 5A(2) and 5A(4) are to be retained and 
applied with full vigour and independently of 
Article 31, and having regard to the full scope 
and implications as brought out in the EC Court 
judgement. 


(v) 
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Extending Article 31 conditions to CL as per 
Articles 5A(2) and 5A(4) of PC, would have the 
effect of defeating the principles and objectives 
as set out in Articles 7 & 8 of TRIPS. In keeping 
with Rules of harmonious construction, an 
interpretation which would defeat any of 
provisions of Articles 7 & 8 or Articles 5A(2) & 
(4) have to be avoided. 


Objects and Purposes different 


13.48 An analysis and comparative study of Articles 5A (2) 
and 5A(4) of Paris Convention, and Article 31, in the context 
of the Preamble and Articles 7 & 8 of TRIPS, clearly show 
that each of these has distinct meaning, and independent 
provision operating in different fields, supplementing each 
other to cover the entire spectrum of objectives and 
principles of Articles 7 & 8 of TRIPS. They are not intended 
to nullify each other: 


(2) 


(1) 


Article 5A(2) is intended to empower members 
to provide “legislative measures” “to prevent the 
abuses which might result from the exercise of 
the exclusive rights conferred by patent”. This is 
intended as a preventive measure in respect of 
“abuses”, “which might result”. It is an 
anticipatory and preventive measure. Not being 
dependant on actual occurrence of abuse as a 
condition for grant, there is no provision for 
lapse of any minimum period after patent grant 
for making applications. It is a general measure 
and does not depend on facts of any particular 
case, and hence does not provide for opportunity 
for the patent holder to object or justify non- 
working as in case of sub-Paragraph (4) or Article 
31. It extends to all types of abuses, and failure to 
work is only mentioned as an example. 


Article 5A(4) is a post-facto remedial measure 
for controlling further damage resulting from 
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abuse of “failure to work or insufficient 
working”. It is restricted and provides only for 
specific cases of established abuses. It is 
applicable only to individual cases where specific 
abuse of failure to work or insufficient working 
has actually occurred. Therefore, there is 
provision of minimum period of three years 
after patent grant, to enable the patent holder to 
actually work the patent, and also for 
opportunity to him to justify any non-working 
and refusal of compulsory licence if non-working 
is justified. Further, abuse has to be established 
as a matter of fact in each case. 


Article 31 is also an enabling provision to 
provide for other cases of use by government 
and third parties. The provisions are not 
intended as measure to prevent or control 
abuses. The “other uses” permissible as_ per 
Article 31 are primarily intended to be either 
short term measures for certain specific 
emergent situations of passing and temporary 
nature; or public non-commercial uses; and also 
third party uses (including private commercial 
uses) where efforts to obtain authorisation from 
right holder on _ reasonable terms within 
reasonable time have failed. They extend to uses 
by the Government and third parties authorised 
by the Government. There being no restrictions 
about the circumstances, in which such uses can 
be permitted, use of patents for commercial 
purposes is also permissible. The only 
requirement is that such uses can be permitted 
on merits of individual cases and only if right 
holder has refused to permit the use on 
reasonable commercial terms and_ within 
reasonable time. The specific situations referred 
in clause (b) being national, urgency or 
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emergency situations, prior approach to right 
holder is not mandated. 


(tv) Each of the three provisions is thus relatable to 
different purposes and objects. They are 
independent of each other. If there was any 
intention to apply Article 31 requirements or 
conditions to Articles 5A(2) and (4) compulsory 
licences, there would have been = specific 
provision to that effect. Since TRIPS avoids 
making any such provision, it cannot be supplied 
or assumed by implications. 


(v) It would be absurd to apply Article 31 conditions 
to compulsory licence for prevention and 
control of abuses. It would only facilitate and 
perpetuate, but not prevent or control abuses. 
The object of Article 5A(2) of preventing abuse 
would be defeated if the conditions prescribed in 
Article 31 for “other uses”, namely authorised 
on individual merits, and prior approach to the 
right holder, with right to him to oppose and 
even appeal, are applied to compulsory licences 
under Article 5A(2). This would be self- 
contradictory and self-defeatitive. 


(vi) These provisions together operationalise the 
public interest objectives and principles of 
Articles 7 and 8 of the TRIPS Agreement. These 
have been framed to give widest scope and to 
prevent and control abuses. 


13.49 The object of Article 5A(2) of preventing abuse would 
be defeated if the conditions prescribed in Article 31 for 
“other uses”, namely authorisation on individual merits, and 
prior approach to the right holder with right to him to 
oppose and even appeal, are applied to compulsory licences 
under Article 5A(2). This would be self contradictory and 
self-defeatitive. 
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13.50 Preventing abuses is the obligatory duty and 
function of the state which grants the patent. It is intended 
to protect the people and third parties against the exclusive 
rights being abused to their detriment. It would be absurd 
to apply Article 31 conditions to compulsory licence for 
prevention and control of abuses. It would only facilitate 
and perpetuate, but not prevent or control, abuses. 
Therefore, in absence of any clear and specific indication to 
the contrary, the provisions relating to “other uses” (Article 
31) cannot be applied to “compulsory licences” (Article 5A) 
and vice versa. 


13.51 It will be appreciated that these provisions of Articles 
5A(2) and (4) and Articles 30 and 31 operate in different 
fields, supplement each other to cover the entire spectrum of 
objectives and principles of Articles 7 & 8 of TRIPS. They 
are not intended to nullify each other. 


13.52 Therefore, in absence of any clear and _ specific 
indication to the contrary, the provisions relating to “other 
uses” (Article 31) cannot be applied to “compulsory licences” 
(Article 5A) and vice versa. 


Article 31 not ‘respected’ by most countries — G-7 included 


13.53 Even if considered applicable to compulsory licences, 
Article 31 is flexible and is neither intended, nor applied as 
a mandatory provision, overriding other considerations of 
the principles and objectives of TRIPS set out in Articles 7 & 
8 or the express provisions of Articles 5A(2) and 5A(4). 


13.54 While Article 31 is certainly not applicable to 
compulsory licences, it is not “respected” by most countries, 
even in respect of use “by the Government or third parties 
authorised by the Government”, though Article 31 is made 
specifically applicable to such uses. A reference to the State/ 
Government/Crown Use provisions in Post-TRIPS Patent 
Laws of different countries (few referred below) — including 
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G-7 countries — clearly shows that none of them can claim to 
have “respected” Article 31 requirements. In fact, U.S. and 
German laws appear to have totally bypassed it (see 
Chapter 6). A reference to these laws confirms that Article 31 
is wrongly projected as an absolute provision to be regarded 
as inviolable or mandatory. It yields to larger objectives of 
national and public interests. 


13.55 As such conditions of Article 31 applicable to “other 
uses without authorisation of right holder” cannot apply to 
“compulsory licences” under Articles 5A(2) and 5A(4) of 
Paris Convention, which are independent distinct provisions 
with different provisions and objectives. 


13.56 Both are recognised and accepted as different legal 
arrangements, independent of each other. 


Chapter 14 


Abuses and Remedies 
[Article 8(2) of TRIPS & Article 5A of Paris Convention] 


14.1 Working of the exclusive monopoly rights provided 
by the patent system had, over the decades, brought out 
some malpractices adopted by right holders to prolong and 
expand the monopoly and to withhold, curtail or deny to the 
society, the benefits due to it under the patent bargain. 


Genesis of the problem 


14.2 Such abuses are problems common to all unequal or 
monopoly situations. For, whenever a supplier of products or 
services is in a dominant position and the user is under 
pressure of compulsive needs, the supplier tends to abuse or 
exploit the situation by imposing his terms and prices. 
Situations, where the demand far exceeds the supply and 
there is no alternate source of supply, are most susceptible to 
such exploitation. 


14.3. The nature, extent and impact of such abuses 
depends upon various factors, such as the dominant power 
of the right holder; availability of other sources and 
alternatives; the gravity and urgency of the need and the 
anxiety of the intending user; and also on the nature, 
effectiveness and deterrence of the legal measures available 
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and exercised by the legal system to prevent and control 
such abuses. Almost all countries have adopted laws to deal 
with such abuses, which quite often are: monopolistic 
tendencies and _ restrictive trade and _ anti-competitive 
practices. 


Patents most prone to abuses 


14.4 Patent grant (particularly — drug patents) is one such 
situation, most prone to such abuses and exploitation, 
because it is created by law and enjoys a long term of 
statutorily protected exclusivity. Correspondingly, the need 
to provide effective legislative means to prevent/control such 
abuses, is also all the more pressing. 


TRIPS - Article 8(2) - accepts the need to prevent abuses 


14.5 Aware and anxious “that measures and procedures to 
enforce intellectual property nghts” could “themselves become 
barriers of legitimate trade’; TRIPS —- by Article 8(2) 
acknowledges that “the resort” to such practices, “unreasonably 
restrain trade or adversely affect the international transfer of 
technology” and recommends that “appropriate measures” “may 
be needed”, among other things, “to prevent the abuse of 
intellectual property rights by right holders” and provides for 
remedial measures to prevent and control such abuses, 
among others, by adopting Article 5A of Paris Convention. 


Articles 5A(2) — provides the means 


14.6 Comparing the purpose and phraseology of Article 
8(2) with those of Article 5A(2), namely, “legislative measures” 
for the grant of compulsory licences “to prevent the abuses 
which might result from the exercise of the exclusive rights conferred 
- by the patent”, including for “failure to work” or “insufficient 
working”, and considering its inclusion as part of TRIPS in 
the same form, it becomes clear that Article 5A(2) is 
intended to provide the means to implement the Article 8(2) 
principles. Both provide for measures to prevent or control 
abuses of patents, and are complementary to each other. 
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Articles 8(2) & 5A(2) prescribe anticipatory and preventive 
actions 


14.7 Guided by past experience of working of patent 
systems, Articles 8(2) and 5A(2) are based on_ the 
presumption of fact that exercise of the exclusive rights 
created by patents, might result in abuses. Apprehending 
that such abuses may prove counterproductive, both these 
provisions accept the need to prevent and control such 
abuses, and authorise member countries to adopt 
appropriate legislative measures for the purpose. It is, thus, 
clear that Articles 8(2) and 5A(2) contemplate legislative 
measures, for grant of compulsory licences on basis of 
presumption of fact of abuse and apprehension of injury, 
and do not require such factual data or proof for grant of 
compulsory licences. 


Articles 5A(2) and 5A(4) 

14.8 Article 5A(2) provides for grant of compulsory licences 
to prevent abuses, while Article 5A(4) prescribes the conditions 
and procedure for such grant of compulsory licences for 
controlling the two specific cases of common abuses viz: “failure 
to work” or “insufficient working”, leaving member countries free 
to decide on conditions and procedures for other types of 
abuses covered by Article 5A(2). TRIPS thus makes 
comprehensive provisions for grant of compulsory licences 
both for prevention and control of abuses, as well as for the 
conditions and procedures for such grant. 


‘Abuses’ —- not defined 


14.9 It is difficult to foresee or define all types of ‘abuses’ 
which member countries may have to face. Significantly, 
while Articles 8(2) and 40 provide the guidelines for the 
purpose, they — like Article 5A(2) of Paris Convention — avoid 
defining “abuses” or limiting their scope. Necessary 
implication is that member countries are left free to decide 
the situations or the matters which should be treated by 
them as “abuses” for this purpose, taking into consideration, 
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their own peculiar problems, economic growth and 
technological development and priorities, which differ from 
country to country, and from time to time. 


‘Abuses’ - the guidelines 


14.10 (i) Patents are package deals. The principles and 
objectives of patent grant are spelt out in Articles 7 and 8 of 
TRIPS. Logically therefore, any practices adopted by the 
right holder contrary to such objectives and principles could 
be regarded as abuses of patent. 


(ii) Without limiting the scope, TRIPS provides 
clear guidance in Articles 8(2) and 40, about the practices 
which could be treated as abuses. Article 8(2) — which refers 
to “practices which unreasonably restrain trade or adversely affect 
the international transfer of technology”, Article 40, in almost 
identical terms, refers to licensing “practices or conditions 
pertaining to intellectual property rights which restrain competition 
may have adverse effects on trade and may impede the transfer or 
dissemination of technology”. 


(iii) Proviso to sub-section 2(f) of Section 27 of UK 
Patent Act of 1907 (repealed) for determining abuses offers 
another reliable test: 


“.. for the purpose of determining whether there has been 
any abuse of the monopoly rights under a patent, it shall be 
taken that patents for new inventions are granted not only to 
encourage invention but to secure that new inventions shall 
so far as possible be worked on a commercial scale in the 
United Kingdom without undue delay.” 


This principle continues to be accepted as valid, and is now 
contained in Sec.50(1)(a) of U.K. Patent Act 1977 (though 
not applicable to ‘WIO proprietors’ effective from July 
1999). 


(iv) Courts in USA have also treated attempts by the 
patent holder to gain for himself, rights not inherent in the 
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patent itself, or to extend his monopoly beyond that legally 
granted to him as abuses. 


Abuses of drug patents 


14.11 Patents for drugs and medicines have been the worst 
exploited, and the abuses practised are also unusual, most 
pernicious and very severe in their impact. Correspondingly 
the patent laws of almost all countries, and even TRIPS 
recommend/provide for special measures to prevent/control 
such abuses and their adverse effect as brought out in 
Chapters 13 and 18. 


Patent laws identify such abuses 


14.12 (i) The different ways, in which patent monopoly 
could be abused, have been actually observed over the years 
in countries having patent laws. Such abuses have thus been 
identified and dealt with in patent laws of different 
countries. 


(11) Laws of almost all countries accept and treat, 
failure to discharge the societal obligations as ‘abuses’ of 
patents, more so, if and when any such failures or practices 
become ‘barriers to legitimate trade’, or are likely to harm 
‘the underlying public policy’ or ‘developmental and techno- 
logical objectives’. Anti-competitive practices opposed to 
consumer interests or the larger interests of national 
economy, are also treated as ‘abuses’ of patents by almost all 
countries. 


(11) Some of the abuses are of common occurrence, 
and arise out of general tendency observed amongst right 
holders to prolong and expand the monopoly, and to 
withhold or deny to the society, the benefits due to it under 
the patent bargain. Such abuses are matters of common 
concern for the entire community. Those generally observed 
and recognised include the tendency: 


(1) to charge exorbitant or unfair prices; 


(2) to resort to transfer pricing; 
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(3) not to produce locally or to allow local 
production; 


(4) to supply the patented’ product by 
importation only, compelling the country to 
depend on foreign sources for even vital 
commodities; 


(5) to create artificial shortages to enforce 
unreasonable terms; 


(6) to prevent development and production of 
other products, dependent on the patented 
invention; and 


(7) to prevent development of exports. 


‘Abuses’ — identified in laws before adoption of Paris 
Convention/TRIPS 


14.13 (i) Some specific cases of abuses had already been 
recognised and specifically listed in laws of different 
countries, long before Paris Convention of 1967 and TRIPS 
Agreement of 1993, were drafted. 


(ii) Six matters specifically categorised as abuses in 
U.K. Patent Act of 1907 (Sec.27), have been accepted as 
abuses in laws of almost all countries, though they are 
designated under different heads. 


Abuses under U.S. patent law 


(iii) The U.S. Patent Law by title -— 35 USC 203 
(added in December 1980), has devised the scheme of 
“march-in rights”, which enables the concerned Federal 
agency, to require holders of exclusive rights under patents 
to issue non-exclusive licences upon reasonable terms if the 
concerned agency determines that such: 


(a) action is necessary because the contractor or 
assignee has not taken, or is not expected to take 
within a reasonable time, effective steps to 
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(b) 


(Cc) 


(d) 
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achieve practical application of the subject 
invention in such field of use; 


action is necessary to alleviate health or safety 
needs which are not reasonably satisfied by 
the contractor, assignee, or their licensees; 


action is necessary to meet requirements for 
public use specified by Federal regulations 
and such requirements are not reasonably 
satisfied by the contractor, assignee, or 
licensees; or 


action is mecessary because the agreement 
required by section 204 has not been obtained or 
watved or because a licensee of the exclusive right 
to use or sell any subject invention in the United 
States is in breach of its agreement obtained 
pursuant to section 204. 


Though not named as ‘abuses’, the circumstances 


mentioned above are regarded as ‘abuses’ treated as such in 
patent laws of most countries, and though termed as march-in 
rights, the scheme in effect is ‘compulsory licence of right’.* 


(iv) Articles 85 and 86 of the Treaty of Rome (the 


principal treaty regulating European Union) adopted in 
January 1955, also refer to matters treated as abuses or anti- 
competitive practices, which among others include: 


“ 


(b) 


a) directly or indirectly imposing unfair purchase or 


selling prices or unfair trading conditions; 


limiting production, markets or technical 
development to the prejudice of consumers.” 


*Note 1: Sec. 204 provides for “Preference for United States industry”, and 


stipulates as a licensing condition that the intending licensee “agrees that any products 
embodying the subject invention or produced through the use of the subject invention will be 
manufactured substantially in the United States.” 


Note 2: Sections 203 is applicable to patents under “funding agreements.” 
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Imposing an unfair selling price is recognised as an abuse 
and an anticompetitive practice. 


‘Abuses’ as per Paris Convention 


14.14 (i) The Paris Convention, and particularly Article 5 
— has been amended in 1925, 1934 and 1958 (finally 
adopted in 1967). By avoiding to define or limit the scope of 
‘abuses’ as then provided by member countries in _ their 
patent laws, Paris Convention has, by necessary implications, 
approved and endorsed the meaning and scope of ‘abuses’ 
as reflected in such patent laws, for the purposes of Article 5. 
Such amendments would have _ specifically prescribed 
definition of abuses or limited scope of abuses or prescribed 
restrictions on the compulsory licence provisions, if such 
patent laws of member countries were at variance with the 
objectives or provisions of Article 5 of Paris Convention. 


(ii) Significantly, such provisions were not only 
retained and continued, but the scope of compulsory 
licences under Article 5 was also clarified and enlarged by 
the 1958 Lisbon amendments (adopted in_ 1967), by 
specifically providing that compulsory licences could be 
granted to prevent the abuses, including in particular, 
“failure to work”. 


Concept of ‘Abuses’ — well established before TRIPS 


14.15 (i) The UK Patent Act 1949 was replaced by UK 
Patent Act of 1977. Sections 46 to 59 of the 1977 Act, though 
worded differently, adopt substantially the same provisions 
(except Section 41 of 1949 Act) for compulsory licences and 
licences of right and for prevention and control of abuses as 
those of 1949 Act. Likewise, patent laws of some other 
countries, which were parties to Paris Convention, have also 
retained corresponding provisions modelled after the 1949 
UK Patent Act. 


(ii) Brian C. Reid, in his Book — “A Practical Guide to 
Patent Law” has summarised the broad categories of abuses 
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recognised till 1993, i.e. before the Final Dunkel Draft Text 
of TRIPS Agreement was adopted, thus: 


“Compulsory Licences 

Compulsory licensing provisions have been present in 
the United Kingdom patent law since 1883. 
Originally, the emphasis was on preventing abuse of 
monopoly by a patentee, for example by charging 
excessively high prices for the patented product, or by 
sterilising some invention of significant public 
importance by maintaining the patent in force but 
refusing to work it. Nowadays, the emphasis is on 
achieving maximum utilisation of the patented 
invention.” 

“Paraphrased, the grounds now are: 


(1) «invention not being worked at all in the United 
Kingdom; 


(2) «vention not being worked to fullest reasonably 
practicable extent; 


(3) demand not being met on reasonable terms; 
(4) demand being met by importation; 
(5) export markets not being supplied; 


(6) working of other improvement by refusal 
inventions being hindered; to license 
on resonable 
(7) commercial or industrial activities | terms or at 
generally no or in the United all 


Kingdom being unfairly prejudiced; 
(8) unacceptable licence conditions, leading to 


prejudice as in (7) above or unwarranted 
restrictions on unpatented materials. 


The grounds are similar to those present in the 1949 
Act and are couched, inevitably, in somewhat general 
terms.” 
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(iii) Thus the wide scope and implications of the 
matters, which were treated as “abuses” in international law 
relating to intellectual property rights and competition, were 
already well-established before finalisation and adoption of 
the TRIPS Agreement text in 1993. Use of the word “abuses” 
in Article 8(2) without any definition or reservations would, 
therefore, imply an intention to have it understood and 
applied in the same sense. Significantly charging excessively 
high prices and ‘failure to work’ the patent have been 
recognised as abuses. 


TRIPS adopts prevailing concept 


14.16 Under these circumstances, the mandate of Article 
2.1 requiring compliance, among others, with Article 5A of 
Paris Convention without any reservations or conditions 
being prescribed, is clearly indicative of the intention to 
adopt the existing scheme of Article 5A (2) and (4), relating 
to abuses, as well as approval of the licences of right and 
compulsory licence provisions in patent laws of Paris 
Convention member countries, as remedies in conformity 
with the objective and principles of TRIPS. This is borne out 
from the fact that TRIPS has not made any specific 
reservations or stipulations in Article 2.1, as is done in 
Articles 9, 21 and 37.2. 


Post-TRIPS concept of ‘abuses’ - same 


14.17 The patent laws of U.K. (1977 Act — before and after 
July 1999 amendments — Sec.48 & 50), Australia (1990 Act — 
Sec.135), Israel (1967 Act — Art.119), Canada (1985 Act — 
Sec.65), South Africa (1978 Act — Sec. 56(2)) and India (1970 
Act — Sec.90) are few specific instances of countries, which 
have defined “abuses” under the heads “abuses” or as 
“reasonable requirements” and contain similar provisions. 
While relevant provisions from patent laws of some of the 
countries set out in Appendix II, show the circumstances, 
which are treated as abuses, Section 135(1) of Australian 
Patent Act as amended upto September 1996, is reproduced 
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below to show that post-TRIPS, the concept of abuses or 
“reasonable requirements of the public” remains the same. 


Sec. 135(1) — Reasonable requirements of the public. 


“(1) For the purposes of sections 133 and 134, the reasonable 
requirements of the public with respect to a patented 
invention are to be taken not to have been satisfied if: 


(a) an existing trade or industry in Australia, or the 
establishment of a new trade or industry in Australia, is 
unfairly prejudiced, or the demand in Australia for the 
patented product, or for a product resulting from the 
patented process, is not reasonably met, because of the 
patentee’s failure: 


(i) to manufacture the patented product to an 
adequate extent, and supply it on reasonable 


terms; or 


(i) to manufacture, to an adequate extent, a part of 
the patented product that ts necessary for the 
efficient working of the product, and supply the 
part on reasonable terms; or 


(12) to carry on the patented process to a reasonable 
extent; or 


(wv) to grant licences on reasonable terms; or 


(b) a trade or industry in Australia is unfairly prejudiced by 
the conditions attached by the patentee (whether before 
or after the commencing day) to the purchase, hire or 
use of the patented product, the use or working of the 
patented process; or 


(c) if the patented invention is not. being worked in 
Australia on a commercial scale, but is capable of being 
worked in Australia.” 


14.18 The situations noted and treated as abuses in such 
patent laws could logically be presumed and accepted as 
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‘abuses’ as contemplated by Article 8(2) and 5A(2) and for 
designing legislative measures, and particularly for adopting 
preventive measures. 


The remedy suggested 


14.19 To ensure that patentees do not avoid or sulk in 
discharging their obligations to work and make available 
product of the patented invention in the country within a 
reasonable time, in sufficient quantities, and on reasonable 
commercial terms, or do not delay or avoid granting licence 
on fair terms, the TRIPS Agreement, and the Patent Laws of 
almost all countries, allow for effective and efficient State/ 
Crown Use and compulsory licence system — including the 
self-operating or automatic licence of right, designed to 
enforce and secure the rights and benefits due to the 
community. The subsequent chapters provide a study on 
TRIPS provisions relating to these remedies. 


Chapter 15 


Article 5A of Paris Convention 
Compulsory licences 


Tendency to abuse — Universal problem 


15.1 The tendencies to abuse patent rights generally 
observed amongst right holders since ages past have been 
matters of common occurrence, general experience, and 
damaging to the community at large. These have been 
commonly recognised and treated as “abuses” in patent laws 
of most countries. 


Abuses defeatitive of objectives 


15.2 Such abuses are defeatitive of the very purpose 
of granting patents and are counterproductive for 
growth and development of the economy and technological 
advancement. The ‘TRIPS preamble, therefore, warns 
members to — “ensure that measures and procedures to enforce 
intellectual property rights do not themselves become barriers of 
trade. 


15.3 The interests of the nation and the society, therefore, 
make it imperative to provide an effective remedy to prevent 
such misuse or abuse of patent grant. Article 8(2) is a clear 
warning against such abuses and a recommendation for 
adopting more effective remedies. 
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15.4 Attempts have therefore been made, and different 
devices, such as compulsory licences have been adopted, in 
patent laws of different countries to prevent and control 
them, but without much success. 


15.5 One of the important requirements in drafting the 
amendments, therefore, is to provide an effective and self- 
operating ‘compulsory licensing’, and ‘third party’ and 
‘government use’ systems, which can act as effective remedy 
and deterrent against any abuse of the patent monopoly and 


sub-serve the national and consumer interests as envisaged 
by TRIPS. 


15.6 In Article 8(2), TRIPS accepts as a principle, the need 
to prevent and control abuses of patent rights. TRIPS, by 
Article 2.1, adopts Article 5A(2) and (4) of Paris Convention 
as integral part of TRIPS itself, to give effect to this 
principle. 


Article 5A of Paris Convention — Part of TRIPS 


15.7. Article 2.1 of TRIPS requires members to comply 
with Articles 1 to 12 and 19 of Paris Convention (1967 
Stockholm version). 


Article 2.1: 


“In respect of Parts II, II and IV of this Agreement, 
Members shall comply with Articles 1-12 and 19 of the Paris 
Convention (1967).” 


Provisions relating to patents are included in Part II of 
TRIPS. 


15.8 Significantly, this inclusion is without any reservation. 
In this, Article 2.1 differs from Article 9.1 of TRIPS, 
which similarly provides for compliance with Berne 
Convention, but simultaneously prescribes certain specific 
reservations. 
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Implications of Article 2.1 
15.9 According to Maxwell: 


“Where it is expressly provided that two Acts are to be read 
together, every part of each must be construed as if contained 
in one Act unless there is some manifest discrepancy which 
makes it necessary to hold that the later Act has to some extent 


modified the earlier.” 
(Maxwell on “The Interpretation of Statutes”) 


15.10 The full effect of such inclusion in law, is brought out 
from the judgement of the Court of Appeal, UK, made in 
the context of similar provision of UK Act, accepting the 
Treaty of Rome (1955) as part of UK Law. The Court held: 


“Parliament has decreed that the Treaty 1s henceforward to 
be part of our law. It 1s equal in force to any statute.” 


“The statute is expressed in forthright terms which are 
absolute and all-embracing. Any rights or obligations created 
by the Treaty are to be given legal effect in England without 
more ado. Any remedies or procedures provided by the Treaty 
are to be made available here without being open to 


question.” 
[Ref. [1975] RPC 321 at Pg. 337] 


15.11 Articles 5A(2) and 5A(4), are, therefore, to be read 
and applied like the other provisions of the TRIPS 
Agreement, 1.e. as its integral part, independently, and 
with full vigour. There can, therefore, be no doubt that 
Article 5A(2) and (4) are specific provisions of TRIPS 
governing compulsory licences for patents. 


Article 5A(2) reads: 


“5A.2 Each country of the Union shall have the right to take 
legislative measures providing for the grant of compulsory 
licences to prevent abuses which might result from the exercise 
of the exclusive rights conferred by the patent, for example, 
failure to work.” 
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Article 5A(4) reads: 


“5A.4 A compulsory licence may not be applied for on the 
ground of failure to work or insufficient working before the 
expiration of a period of four years from the date of filing of 
the patent application or three years from the date of the 
grant of the patent, whichever period expires last; it shall be 
refused if the patentee justifies his inaction by legitimate 
reasons. Such a compulsory licence shall be non-exclusive 
and shall not be transferable, even in the form of a grant of a 
sub-licence, except with that part of the enterprise or goodwill 
which exploits such licence.” 


A plain reading of Article 5A(2) and (4) makes it clear that 
TRIPS makes specific provisions for compulsory licences 
through Article 5A of Paris Convention. 


Confusion about compulsory licences under TRIPS 


15.12 However, absence of any reference to compulsory 
licences for patents in the main text of TRIPS Agreement, 
has misled many to believe that Article 31 was intended 
to provide for compulsory licences. Reading Article 2.1 
and Article 5A of Paris Convention removes _ this 
misunderstanding. 


Article 5A — Two more clarifications 


15.13 Article 5A also helps to clarify two other matters, 
which have been source of confusion and doubts in 
implementation of TRIPS. The misconceptions are: 


(i) that Article 8 lays down the principles, but 
TRIPS does not contain any provisions to give 
effect to, or ‘operationalise’ these principles; 


(ii) that Article 27(1) requires non-discrimination on 
ground of place of manufacture. This provision 
is misunderstood by many as implying that use 
only by importation would be sufficient to 
prevent grant of compulsory licences under 
Article 5A(2) or (4) for ‘failure to work’ or 


216 PATENTS FOR FUTURE 


‘insufficient working’ of the patent in the country 
granting the patent. 


15.14 Reading Article 5A as integral part of TRIPS, resolves 
these doubts. It is clear that TRIPS makes provision to give 
effect to Article 8(2) principles, among others, through Article 
5A, and also provides for Article 27(1) requirements through 
Article 5A(1), while preserving public interests through 
compulsory licence provisions of Article 5A(2) and (4). 


Articles 5A(2) and 5A(4) — Compulsory licences 

Article 5A(2) — Implications 

15.15 Article 5A(2) is the specific remedy provided by 
TRIPS to prevent and control abuses of exclusive rights 
conferred by patent. 


It gives to member countries — 


“the right to take legislative measures providing for the grant 
of compulsory licenses to prevent the abuses which might 
result from the exercise of the exclusive rights conferred by the 
patent, for example, failure to work.” 


‘Failure to work’/‘insufficient working’ — a common abuse 


15.16 Articles 5A(2) and (4) specifically refer to two of the 
most common abuses, namely, failure to work’ and ‘insufficient 
working’. This provision reflects the deep concern about the 
general tendency among right holders not to produce, or 
allow others to produce, the patent protected product in the 
country granting the patent. This being defeatitive of the 
very purpose of granting patents, has to be prevented and 
controlled by a deterrent and preventive measure, and 
Article 5A provides for it. 


European Commission’s Views 


15.17 In a_ recent communication addressed to the 
European Council and the European Parliament [Com-2001/ 
96 final] dated 21.2.2001, the European Commission has 
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provided an analysis of the compulsory licensing under the 
Paris Convention. The following extracts are interesting: 


Analysis 

“A compulsory licence is an authorisation given by a national 
authority (Minister, National Patent Office etc.) to a person 
for the use and exploitation of a patented product or process 
without the consent of the patent holder. Compulsory 
licensing is an exception to the main principle of patent law, 


namely that the patent holder enjoys the excluswwe right to 
authorise the use of its patented invention.” 


“The emergence of compulsory licence is linked to historical 
obligations in patent laws to “work” (i.e. manufacture and 
market) locally a patented invention. Compulsory licences 
were gradually applied in other cases. Other typical grounds 
for compulsory licensing relate to circumstances of exceptional 
nature such as abuse of patent rights, emergency, public 
interest (e.g. public health), dependent patents, or anti- 
competitive practices.” 


A Compulsory licensing under the Paris Convention 


The Paris Convention on the Protection of Industrial 
Property formally recognises Members’ rights to grant 
compulsory licences. Under its Article 5A, Members can grant 
compulsory licencee to prevent abuses of patent rights, 
expressly mentioning as an example “failure to work”, 


provided that: 


— a compulsory licence may not be applied for on the 
ground of failure to work or insufficient working before 
the expiration of a period of four years from the date of 
filing of the patent application or three year from the date 
of the grant of the patent, whichever period expires last: 


— such licence must be refused if the patentee justifies his 
inaction by legitimate reasons: 
— it must be non-exclusive; non-transferable, even in the 


form of the grant of a sub-licence, except with that part of 
the enterprise or goodwill which exploits such licence. 
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Apart from abuse of patent rights im general and failure to 
work, which is only mentioned by way of example, the Paris 
Convention does not mention other grounds for the granting 
of compulsory licences. Members remain free in this respect. 


Article 5A of the Paris Convention is part and parcel of the 
TRIPs Agreement: each WTO Member still has the right “to 
take legislative measures providing for the grant of 
compulsory licences to prevent the abuses which might result 
from the exercise of the exclusive rights”. This 1s echoed by 
Article 8.2 of TRIPs: “Appropriate measures ...may be 
needed to prevent abuse of intellectual property rights by right 
holders.” 


Is lack of local working an acceptable ground under 
TRIPs for the granting of compulsory licences? 


“Local working 1s traditionally understood to mean 
manufacturing and marketing of patent protected product 
within the territory of the country where the patent is 
registered. The term encompasses two notions: 


— industrial use (local manufacturing) 


— commercial use (sale of locally manufactured and/or 
umported patent protected products). 


Under Article 5B of the Paris Convention, lack of local 
working is expressly allowed as ground for issuing 
compulsory licences. Article 31 mor mentions neither 
specifically excludes it. On this basis, one could argue prima 
facie that TRIPs allows granting of compulsory licences for 
lack of local workings.” 


Unconscionably high prices of patented drugs 


15.18 The common tendency among right holders of 
patented drugs to charge unconscionably high prices, is yet 
another area of universal concern. Patients suffering from 
life threatening ailments, like AIDS, HIV, multi-drug 
resistant IB, cancer, malaria etc. have no option, but to pay 
the price demanded for a patented drug to save the life or to 
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relieve the pain and _ sufferings. They are easy prey, 
vulnerable to exploitation by right holders of patented 
drugs, who are known to charge prices ranging from 10 to 
50 times the prices of the same drugs in countries where 
such drugs are not patented. This is another example of 
abuse, for which patent laws of most countries have made 
special provisions, and which requires to be prevented and 
controlled by effective system. In view of its importance, a 
detailed study is provided on this subject in Chapter 14. 


Article 5A(2) recommends a “legislative measure” 


15.19 Article 5A(2) stipulates for a ‘legislative measure’, 1.e. 
a measures, more effective than an administrative action. An 
administrative action would involve elaborate procedure, fact 
finding enquiry with opportunity to the right holder to 
oppose the grant of compulsory licence, exercise of 
discretion by the administrative authority and finally review 
by judicial authorities. This would necessarily involve 
opportunity to the right holder (probable abuser) to delay 
and defeat the remedy. By recommending ‘legislative 
measures’, Article 5A(2) seeks to provide a more effective 
remedy which would exclude the lengthy procedure and 
uncertainties, to prevent such abuses and their adverse 
impact, rather than try to merely control them post-facto. 


Objective and predictable 


15.20 A ‘legislative measure’ would imply a provision for 
grant of compulsory licences, based on prescribed and well- 
defined predictable objective criteria, free from subjective 
elements, and elaborate enquiries, and would not be subject 
to right holder’s interference or administrative discretion to 
refuse. 


15.21 While compulsory licence provisions are intended to 
provide a remedy against abuse of patents, the procedures 
normally prescribed for the purpose in patent laws of most 
countries are used by right holders only to delay and defeat 
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the grant of the licence, and are not effective enough to 
control the abuses. The provisions of Articles 5A(2) and 
5A(4) properly understood and applied, can certainly offer a 
more effective means to prevent and control abuses of patent 
rights, and to serve national, public and third party interests. 


15.22 The various possibilities available for effective 
compulsory licence system, can be better understood from 
the following analysis, and also from such provisions made 
from time to time, in patent laws of different countries, 
particularly, those which were contracting parties to the 
Paris Convention, some of which are referred in the 
Chapter 6. 


Analysis of Article 5A(2) 


15.23 In the context of what is stated above, Article 5A(2) 
can be analysed for clarity. It contemplates — 


— abroad based provision extending to all types of 
abuses; 


— a legislative measure’ — i.e. the right to seek such 
licence arises automatically by operation of law 
itself; 


— grant of compulsory licences as_ preventive 
measures, i.e. intended ‘to prevent abuses’ ‘which 
might result from the exercise of the exclusive nights’, 
e.g. — constraints being placed on production 
and availability on commercial scale in the 
country, without undue delay and to the fullest 
extent that is reasonably practicable; 


— a provision, which does not require as a condition, 
that such abuses must have actually occurred for grant 
of compulsory licences. It does not, therefore, 
require any proof of actual abuse to be 
produced, or enquiry to be held for the purpose. 
Consequently, it does not prescribe any 
elaborate procedures or conditions for the grant 
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of compulsory licences. Procedures and 
enquiries would be confined only to fixing the 
terms of licence; 


— a system, which does not require consideration of 


merits of individual cases, and is not required to be 
granted on case to case basis; 


- a regular long term licence, normally extending upto 


the term of the patent, and not limited to the 
duration of any specific public interest situation; 


— a compulsory licence system, which provides the 


necessary assurance and predictable time-frame and 
terms, necessary for long term and large scale planned 
development. 


Articles 5A(2) and 5A(4) - different scope 


15.24 Articles 5A(2) and 5A(4)_ provisions though 
complementory to each other in prevention and control of 
abuses, yet are different in scope and requirements. 


(iv) 


Article 5A(2) does not require any free period of 
three years as in Article 5A(4), to invoke the 
compulsory licence provisions. 


Article 5A(2) is applicable to all types of abuses. 
Article 5A(4) carves out exception to provide only for 
abuses of ‘failure to work’ or ‘insufficient working’. 


Article 5A(4) requires an abuse situation to have 
actually occurred. It is mainly a post-facto remedy for 
default in working on part of the patent holder. 
Consequently, minimum period is prescribed for 
applications or for grant of licences in Article 5A(A4), 
to provide opportunity for the right holder to work 
the patent and to establish his bonafides in working 
or failure to work. 


Article 5A(4) involves prior enquiry and procedure. It 
requires an application to be made by an interested 
third party or the Government, with opportunity to 
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the right holder to defend his inability. As such, 
compulsory licences can be granted for these two 
specific abuses only after establishing non-working as 
a fact. It contemplates an administrative action. 


(v) While Article 5A(2) does not contemplate any 
opportunity for right holder to object to the grant, 
Article 5A(4) provides for opportunity to the right 
holder to be heard. 


(vi) However, unlike Article 31, no right of review or 
appeal is provided either in Articles 5A(2) or 5A(4). 


Article 31 conditions not applicable 


15.25 These points clearly differentiate Article 5A(2) from 
Article 5A(4), and both of them differ from the “other uses” 
permitted by Article 31 of TRIPS. (see Chapter 13) 


15.26 Licences of rght (compulsory) provisions of Paragraph 
4(2)(c) of Schedule 1, and Paragraph 8 of Schedule 3, read 
with Section 127 of UK Patent Act 1977, Section 48(1)(b) 
and 48(2)(b) read with Section 46(3) of UK Patent Act, 1977 
(as amended in July 1999), Sections 86, 87 and 97 of Indian 
Patent Act, 1970; Sections 613-16 and 613-19 of French 
Patent Law; and Sections 37 to 41 of the repealed UK Patent 
Act 1949, are few examples of such legislative measures 
adopted by some of the countries to prevent/control 
abuses, and satisfying the objectives and the requirements of 
Articles 5A(2) and/or 5A(4). 


Chapter 16 


European Court Judgement on Article 5A 


Significance of Article 5A inclusion in TRIPS - following 
upon EC Court Judgement 


16.1 The inclusion of Article 5A of Paris Convention, by 
Article 2.1 of TRIPS referred above, assumes special 
significance in view of the judgement’ dated 18.02.1992 of 
the European Court of Justice confirming that Article 5 of 
the Paris Convention allowed “signatory-States the option of 
providing for grant of compulsory licences to prevent abuses, which 
might arise from the exercise of exclusive rights conferred by the 
patents”. 


16.2 For better appreciation of the significance and 
implications of this reference, it is necessary to refer to 
the factual background, the submissions made by the 
concerned parties, the opinion of the Advocate General 
and more particularly the decision of the Court on these 
two issues, relevant summarised extracts from which, are 
set out below. 


' This Judgement was given in the cases “Re: Compulsory Licences: E.C. 
Commission v. United Kingdom (Spain intervening) (Case C-30/90)” and “E.C. 
Commission v. Italy (Spain, United Kingdom and Portugal intervening) (Case C-235/89)”, 
both published in 1992-93 and reported in 1993 Report of Patent Cases (U.K.) 
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Background: 

The Complaint 

16.3. This case arose out of objection preferred by EC 
Commission in respect of the provisions for grant of licences 
of right and compulsory licences contained in Sections 46, 
48(1), 48(3), 50(1), 50(2), 53(1) and 54 of UK Patent Act of 
1977. (Sections 46 to 59 of UK Patent Act 1977 as in force 
before 1999 amendment are reproduced in Appendix II.) 
Importation of patented product produced in another EC 
member country was not accepted as working of the patent 
in UK for deciding applications for grant of such licences on 
grounds of ‘failure to work’ or ‘insufficient working’. As such, 
these provisions were considered violative of Article 30 of 
Treaty of Rome prohibiting imposition of quota restrictions 
(OR) by EC member-States against goods imported from 
other EC member countries. Objections were also raised 
against similar provisions of patent laws of Italy, Spain and 
Portugal. 


The defence 


16.4 UK, Italy and Spain, interalia, argued that EC 
countries, being parties to the Paris Convention, could not 
object to the compulsory licence provisions, which were 
allowable under Article 5A (2) and (4) of Paris Convention. 


16.5 It was also pointed out that patent laws of most 
countries, which were members of Paris Convention, had 
similar laws, which did not accept importation as ‘working’ of 
the invention for this purpose. 


16.6 It was further submitted that ‘the principal purpose’ 
of patent legislation was ‘local innovation and working’ and 
Article 5A (2) and (4) provided remedy by way of licence of 
right and compulsory licences for failure to work or 
insufficient working, and importation was not accepted as 
working for this purpose. As such the provisions in their 
legislations based on Article 5A could not be objected. 
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16.7 The EC Commission’s case before Court: 


“The Commission is not objecting to compulsory licences in 
general. It accepts that the member-States may provide for 
the grant of a compulsory licence to a third party if the 
patented invention is not, or not sufficiently, bemg 
worked’ or ‘exploited’ within the national territory, at least 
m so far as that means that national demand for the 
product protected by the patent is not, or not sufficiently, 
met by production or importation (from other member- 
States). The Commission’s complaint is thus directed solely 
against the Italian or British legislation in so far as it 
does not recognise satisfying domestic demand by means of 
wmports of products from other member-States as ‘working’ 
or ‘exploitation; of the invention, or, in other words, in so 
far as those provisions signify that the patent proprietor 
can avoid a compulsory licence being granted to a third 
party only if the product protected by the patent 1s 
manufactured within the territory of the member-State that 
granted the patent. 


3. The Commission’s position in these cases accords with the 
provisions of the Community Patent Convention. As regards 
the grant of compulsory licences under a Community patent, 
Article 46 of the Convention (Community Patent Convention) 
provides that: 


A compulsory licence may not be granted in respect of 
a Community patent on the ground of lack or 
insufficiency of exploitation if the product covered by 
the patent, which is manufactured in a Contracting 
State, is put on the market in the territory of any other 
Contracting State, for which such a licence has been 
requested, in sufficient quantity to satisfy needs in the 
territory of that other Contracting State. This provision 
shall not apply to compulsory licences granted in the 
public interest.” (As summarised by Advocate 
General) 
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16.8 UK represented: 


“(T)hat the contested provisions form part only of the sections of 
the Patents Act relating to licences of right and compulsory 
licences. The complete provisions are contained in sections 46 
to 54 of the Patents Act. (Sections 46 to 54 are reproduced 
in Appendix IT.) 


“The provisions of the Patents Act are framed to give full 
effect to the Community (European Community Patent 
Convention) provisions on the grant of compulsory 
licences.” 


“(T)hat for more than 350 years (since the Statute of 
Monopolies 1624) the principal purpose of the United 
Kingdom patent legislation has been to encourage local 
innovation and working.” 


“Secondly, the contested provisions are in accordance with 
Article 5 of the Paris Convention for the Protection of 
Industrial Property of 20 March 1883, last amended at 
Stockholm on 14 July 1967 (hereinafter referred to as ‘the 
Paris Convention’).” 


16.9 Italy asserted: 


“(T)he problem does not concern Italy alone, but all the 
member-States whose legislation contains identical provisions, 
which on this point conform to the above mentioned 
stipulations of Article 5 of the Paris Convention;” 


“Article 5 of the Paris Convention provides for graduated 
sanctions and authorises the national legislature to 
sanction, by the grant of a compulsory licence, the abuse 
resulting from exercise of the exclusive nght in the 
territory of the State which granted the patent. In this 
connection importation of the product covered by the patent 
does not amount to genuine exploitation of the patent and 
does not therefore meet the needs of the country granting 
the patent;” 
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“(U)nder these circumstances the action against Italy for 
failure to fulfil its obligations is unjustified. The only proper 
step would be an initiative permitting harmonisation of the 
law of the member-States;” 


“(Df the Commission’s arguments were accepted, they would 
have the effect of permitting the owner of the patent to exploit 
it in a way which would be an abuse of a dominant position 
within the meaning of Article 86 EEC.” 


16.10 Spain states: 


“The Kingdom of Spain states that almost all member-States 
have provisions similar to those in issue. In accordance with 
Article 5 of the Paris Convention, their laws provide for the 
grant of compulsory licences in the event of failure to work or 
insufficient working.” 


Opinion of the Advocate General: 


16.11 Referring to UK and Italy cases that the provisions 
were consistent with Paris Convention and_ particularly 
Article 5A(2), the Advocate General (EC) opined: 


Re: Licences of Right provision: 

“Under the Patents Act 1977, in particular section 46, the 
effects of the endorsement “licences of right” were that any 
person was entitled as of right to a licence under the patent, 
on such terms as might be settled by agreement or, in default 
of agreement, by the Comptroller General of Patents. One of 
the terms could be that the licensee could not import the 
patented product.” 


Re: Compulsory Licences under Paris Convention: 


“The signatory States thus retain the power to grant a 
compulsory licence when a patent is not being worked, in so 
far as this can be regarded as an abuse of the patent right. 
However, the Paris Convention does not define ‘working’ and 
it certainly entails no obligation to interpret it as meaning 
manufacturing the patented product in the same country. An 
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abuse within the meaning of the Paris Convention consists n 
the population of a country bemg denied the products 
protected by the patent.” 


16.12 In its judgement, the Court (interalia) observed: 


“wthe provisions of Article 5 of the Pars Convention, 
es, allow signatory States the option of providing for the 
grant of compulsory licences to prevent abuses which might 
arise from the exercise of the exclusive right conferred by the 
patent, such as failure to work it.” 


Conclusions 


16.13 From the cases pleaded by parties, the opinion of 
Advocate General of EC, and the Judgement of the Court, it 
is apparent that all of them unanimously accepted: 


(i) that Article 5A (2) and (4) of Paris Convention 
authorised the grant of compulsory licences and 
also licences of right, among others, as per 
provisions of Sections 46, 48(1), 48(3), 50(1), 
50(2), 53(1) and 54 of UK Patent Act of 1977, 
and similar provisions of patent laws of Italy, 
Spain and Portugal for preventing or controlling 
abuses of patents; 


(11) that the contested provisions of UK Patent Act 
1977 (referred above) “are in accordance with 
Article 5 of the Paris Convention”; and 


(iii) that Article 5A (2) and (4) of Paris Convention 
did not accept importation as working of the 
patent in the country of grant for the purposes 
of compulsory licences on grounds of “failure to 
work or insufficient working”. 


It is indeed significant that this ruling does not require even 
EC member countries to treat importation from a non-EC 
member country as working of the patent for the purposes of 
granting compulsory licence. 
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Importance of this case 


16.14 This unanimously accepted and judicially confirmed 
view about implications of Articles 5A(2) and (4), and its 
publication before finalisation and adoption of the TRIPS 
Agreement, assume special significance. Such judicial 
decisions are treated in law, as precedents and guide 
subsequent interpretation and implementation of the 
relevant provision, as held by the House of Lords, UK, and 
also followed by Supreme Court of India (ref. AIR 1976 SC 
1503): 


“Tt has long been a well-established principle to be applied in 
the consideration of Acts of Parliament that where a word of 
doubtful meaning has received a clear judicial interpretation, 
the subsequent statute which incorporates the same word or 
the same phrase in a similar context must be construed so that 
the word or phrase is interpreted according to the meaning 
that has previously been ascribed to it.” 


“In Barras v. Aberdeen Steam Trawling and Fishing Co., 
1933 AC 402, 411 Lord Buckmaster (House of Lords, UK).” 


Inclusion of Article 5A of Paris Convention as part of TRIPS, 
would, under the circumstances, imply a clear intention to 
adopt also its judicially established interpretation. The fact 
that amongst the countries actively involved in the drafting 
and finalisation of TRIPS, were EU and UK, which were 
parties to the case, and held the views on Article 5A as 
mentioned above, further supports this view. 


Significance of the EC Court case - 
16.15 The significance of this case lies in the facts that: 


(i) it was argued, decided and published at about 
the same time that the TRIPS Agreement draft 
was being studied and discussed, and well before 
it was finally adopted; 
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(1) 


(iii) 


(iv) 


(v) 


(vi) 


(vii) 
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the principal parties to the case, namely, the 
European Union and UK were directly and 
actively involved in drafting and finalising the 
TRIPS Agreement; 


UK pointed out that the principal purpose of UK 
patent legislations for more than 350 years had 
been to encourage local innovation and working 
and further that the relevant provisions of UK Act 
were in conformity with Article 5A of Paris 
Convention; 


the compulsory licence and the licence of right 
provisions of Sections 46, 48(1), 48(3), 50(1), 
50(2), 53(1) and 54 of UK Patent Act of 1977 are 
accepted as consistent with Article 5A(2) and (4) 
of Paris Convention, and are accordingly TRIPS 
compliant. Correspondingly, similar provisions 
in patent laws of other countries — such as 
Section 83 to 97 of Indian Patent Act 1970, are 
also in compliance with Paris Convention and 
the TRIPS Agreement; 


UK, Italy and Spain referred to the established 
practice of almost all member-States of EU 
providing for grant of compulsory licences in 
the event of failure to work or insufficient 
working, in terms of Article 5; 


the E.C. Court Judgement, and the views and 
opinion of all concerned in that case that 
importation did not constitute working of the 
patented invention in the country of grant for 
the purposes of Article 5A (2) and (4); 


under the circumstances, if importation was to 
be accepted as such working of the patent for 
the purposes of grant of compulsory licences 
under TRIPS, a specific provision similar to 
Article 46 of Community Patent Convention was 
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necessary and would certainly have been insisted 
upon and made; 


(viii) likewise, if any conditions or restrictions, as per 
Article 31 or otherwise, were to be applied to 
compulsory licences also for patents, it would 
have been necessary to make specific provisions 
similar to those in Article 37.2, which make such 
specific conditions for “layout designs”. EU, UK 
and Italy would have insisted on the same; 


(ix) but TRIPS does not make any such conditions or 
reservations in respect of compulsory licences 
for patents. On the contrary, Article 5A(1) 
accepts importation only as_ use _ against 
forfeiture of the patent, and compulsory licence 
provisions of Articles 5A (2) and (4) for “failure to 
work” or “insufficient working” are retained 
unchanged; 


(x) while specifically accepting Article 1-12 of Paris 
Convention as integral part of TRIPS itself, 
Article 2.1 did not contain any reservations or 
conditions as in Article 9.1, which requires 
certain provisions of Berne convention to be 
complied with subject to certain stipulations; 


(xi) as such the inclusion of Article 5 in the same 
form would, in absence of any other provision to 
the contrary, necessarily imply the intention to 
accept and apply unconditionally, the meaning 
and implications as brought out from the views 
of these parties, the Advocate General’s opinion 
and more particularly, the Court’s judgement. 


These are clear and positive indications of the intention to 
provide compulsory licence provisions of Article 5A with the 
judicially confirmed and _ legislatively accepted meaning 
under TRIPS also, which does not accept importation as 
working for the purposes of compulsory licences. 
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Compulsory Licence and Licence of Right provisions 
consistent with Paris Convention 


16.16 The necessary implications are that the compulsory 
licence and licence of right (compulsory) provisions contained 
in Sections 46, 48(1), 48(3), 50(1), 50(2), 53(1) and 54 of U.K. 
Patent Act of 1977 (as in force in February 1992) and similar 
provisions in laws of some other countries are consistent with 
Articles 5A, and consequently also with TRIPS. 


16.17 In view of their judicially established consistency 
_ with Articles 5A(2) and (4) of Paris Convention — and 
consequently with TRIPS — these provisions of UK Act 1977 
(as in force in February 1992) can serve as reference models 
for similar compulsory licence and licence of right 
provisions, which could be adopted even by WTO members 
without hesitation. The relevant extracts from _ these 
provisions of UK Patent Act 1977 (before 1999 amendment) 
are set out for convenience of reference and guidance: 


Section 46: 


“Patentee’s application for entry in respect that licences are 
available as of right. 


(1) At any time after the grant of a patent its proprietor may 
apply to the comptroller for any entry to be made in the 
register to the effect that licences under the patent are to 
be available as of right. 


(2) Where such an application is made, the comptroller 
shall give notice of the application to any person 
registered as having a right in or under the patent and, 
if satisfied that the proprietor of the patent is not 
precluded by contract from granting licences under the 
patent, shall make that entry. 


(3) Where such an entry is made in respect of a patent— 


(a) any person shall, at any time after the entry is 
made, be entitled as of right to a licence under the 
patent on such terms as may be settled by agreement 
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or, in default of agreement, by the comptroller on 
the application of the proprietor of the patent or the 
person requiring the licence; 


(b) the comptroller may, on the application of the 
holder of any licence granted under the patent 
before the entry was made, order the licence to be 
exchanged for a licence of right on terms so settled; 


(c) if m proceedings for infringement of the patent 
(otherwise than by the importation of any article 
from a country which is not a member State of 
the European Economic Community) the defendant 
or defender undertakes to take a licence on such 
terms, no injunction or interdict shall be granted 
against him and the amount (if any) recoverable 
against him by way of damages shall not exceed 
double the amount which would have been payable 
to him as licensee if such a licence on those 
terms had been granted before the earliest 
infringement; 


(d) the renewal fee payable in respect of the patent after 
the date of the entry shall be half the fee which 
would be payable if the entry had not been made. 


(4) The licensee under a licence of right (unless in the case 
of a licence the terms of which are settled by agreement, 
the licence otherwise expressly provides) request the 
proprietor of the patent to take proceedings to prevent 
any infringement of the patent; and if the propnetor 
refuses or neglects to do so within two months after 
being so requested, the licensee may institute proceedings 
for the infringement in his own name as if he were 
proprietor, making the proprietor a defendant or 
defender. 


(5) A proprietor so added as defendant or defender shall not 
be liable for any costs or expenses unless he enters an 
appearance and takes part in the proceedings.” 
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Section 48(1): 

“(1) At any time after the expiration of three years, or of such 
other period as may be prescribed, from the date of the 
grant of a patent, any person may apply to the 
comptroller on one or more of the grounds specified in 
sub-section (3) below — 


(a) for a licence under the patent, 


(b) for an entry to be made in the register to the effect that 
licences under the patent are to be available as of 
night, or 

where the applicant is a 
the grant to any person specified in the application of a 
licence under the patent. 


(Cc) 


Government department, for 


Section 48 (3): 
“(3) The grounds are: 


(a) where the patented invention is capable of being 


(b) 


(c) 


commercially worked in the United Kingdom, that 
it 1s not being so worked or ts not being so worked 
to the fullest extent that is reasonably practicable; 


where the patented invention is a product, that a 
demand for the product in the United Kingdom— 


(1) ws not being met on reasonable terms, or 


(2) ws bemg met to a substantial extent by 
importation; 


where the patented invention is capable of being 
commercially worked in the United Kingdom, that 
it is being prevented or hindered from being so 
worked— 


(1) where the invention ts a product, by the 
importation of the product, 


(1) where the invention is a product, by the 
importation of a product obtained directly by 
means of the process or to which the process 
has been applied; 
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(d) 


(é) 


that by reason of the refusal of the proprietor of the 
patent to grant a licence or licences on reasonable 
terms — 


(1) a market for the export of any patented 
product made in the United Kingdom 1s not 
being supplied, or 


(2) the working or efficient working in the 
United Kingdom of any other patented 
mvention which makes a_ substantial 
contribution to the art is prevented or 
hindered, or 


(12) the establishment or development of 
commercial or industrial activities in the 
United Kingdom is unfairly prejudiced; 


that by reason of conditions imposed by the 
proprietor of the patent on the grant of licences 
under the patent or on the disposal or use of the 
patented product or on the use of the patented 
process, the manufacture, use or disposal of 
materials not protected by the patent, or the 
establishment or development of commercial or 
mdustrial activities in the United Kingdom, is 


unfair prejudiced.” 


Section 50: 
“Exercise of powers on applications under section 48. — 


(1) 


The powers of the comptroller on an application under 
section 48 above in respect of a patent shall be 
exercised with a view to securing the following general 
purposes: 


(a) 


that inventions which can be worked on a 
commercial scale in the United Kingdom and 
which should in the public interest be so worked 
shall be worked there without undue delay and to 
the fullest extent that is reasonably practicable; 
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(2) 


Licences of right under U.K. Patent Act 1977, as amended 


(b) 


(Cc) 
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that the inventor or other person beneficially 
entitled to a patent shall receive reasonable 
remuneration having regard to the nature of the 
invention; 

that the interests of any person for the time being 
working or developing an invention in the United 
Kingdom under the protection of a patent shall not 
be unfairly prejudiced. 


Subject to sub-section (1) above, the comptroller shall, 
in determining whether to make an order or entry in 
pursuance of such an application, take account of the 
following matters, that 1s to say— 


(a) 


(b) 


(C) 


the nature of the invention, the time which has 
elapsed since the publication in the journal of a 
notice of the grant of the patent and the measures 
already taken by the proprietor of the patent or any 
licensee to make full use of the invention; 

the ability of any person to whom a licence would 
be granted under the order concerned to work the 
invention to the public advantage; and 

the risks to be undertaken by that person in 
providing capital and working the invention if the 
application for an order is granted, 


but shall not be required to take account of matters 
subsequent to the making of the application.”* 


in July 1999 


16.18 In July 1999, UK amended its Patent Act 1977 
specially for TRIPS compliance by making “The Patents and 


reproduced.) 


* (Note: Section 53(1) pertains to Community Patent Convention and is 
therefore not relevant for others. Section 54 reserves discretionary power for Her 
Majesty-in-Council to direct the Controller not to make orders or entries under 
Sections 48 to 51 (except in public interest) in respect of any patents covered by 
reciprocal arrangements with any other countries. As such, these are not 
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Trade Marks (World Trade Organisation) Regulations 1999’, 
retaining the licences of right provisions of Sections 46(3) 
and 48(1)(b) unamended. However new Section 48A, 48B 
and 50 have been added to make different provisions for 
grant of compulsory licences in respect of patents owned by 
‘WTO proprietors’. 


Implications of 1999 amendments 


16.19 It will be appreciated that these belated amendments 
can have no bearing on the view — that the provisions of 
Sections 46, 48(1), 48(3), 53(1) and 54 of the UK Patent Act 
1977 as in force in 1992, were consistent with Articles 5A (2) 
and (4) of Paris Convention — accepted as the basis of the 
Judgement and arguments of all parties to the case referred 
above. It is significant that the provision for granting of 
licences of right as per Section 46(3) on basis of 
endorsement pursuant to an entry under Section 48(1)(b), 
i.e. without considering the merits of each individual case, 
has been retained as TRIPS consistent and applicable also to 
WTO proprietors. 


Chapter 17 


Licences of Right — The Rationale 


Usual compulsory licences - ineffective 


17.1 We have noted in previous chapters that TRIPS - 
through Articles 5A(2) and (4), empowers member states to 
take legislative measures, and to provide in their patent laws, 
compulsory licences to prevent/control abuses of patent 
rights. However, in past, compulsory licence provisions have 
failed to control, much less prevent, the abuses. Recourse to 
compulsory licences has been very rare in most countries, 
though abuses of patent rights, particularly of avoiding and 
preventing indigenous production, and exorbitantly high 
prices of patent protected products, have been matters of 
serious concern, the world over. 


Compulsory licence procedures — cumbersome 


17.2 Examining the existing compulsory licence systems, 
adopted by most countries, it is observed that most of them 
provide procedures involving elaborate enquiries to establish 
the justification for the grant; intentions and problems of 
right holders; the applicants’ capacity; supply and demand 
of the product; economics of production; reasonableness of 
terms and conditions of supply, and finally the terms of the 
grant. Provisions are made for the right holders to 
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participate in such enquiries, with right to seek judicial 
review. Such enquiries necessarily involve lengthy 
procedures, proof of facts, subjective findings, and exercise 
of discretion, all of which, contribute to delays, uncertainties 
and heavy costs, and provide enough scope for right holders 
to delay and defeat issue of compulsory licences. 


17.3. Such elaborate enquiry procedures are counter- 
productive. They only encourage and support the right 
holders in abusing, not only the patent right, but even the 
procedure intended to prevent/control it. Such enquiry 
procedures have discouraged people in seeking compulsory 
licences, thereby rendering such compulsory licence schemes 
ineffective and illusory. 


The need —- workable and fair licensing scheme 


17.4 Therefore, if the objective of preventing and 
controlling abuses is to be achieved a scheme of compulsory 
licences has to be devised, which is free from elaborate 
enquiries and procedural delays and uncertainties, and does 


not allow any interference or obstructionist tactics by right 
holders. 


Article 5A(2) — permits compulsory licence of right 


17.5 Article 5A(2) empowers member countries to take 
legislative measure ‘to prevent abuses which might result’. The use of 
the expression — ‘which might result’ in the context, is very 
significant. It would mean that preventive action is authorised on 
basis of apprehension of possible undesirable consequences regarded 
as abuses resulting from the exercise of patent rights. It does 
not require abuse situation to have actually occurred. It 
contemplates a preventive action in anticipation, and not a 
post-facto remedial measure. The stable door is permitted to 
be closed in anticipation to prevent stealing, and not after 
the horse has been stolen. 
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Monopoly and anti-competitive practices — universally objected 
17.6 The known tendencies amongst right holders to 
resort to anti-competitive practices are the main cause of 
such apprehensions. In view of the serious implications of 
such tendencies and practices, almost all nations have 
enacted laws to prevent or control monopoly and restrictive 
trade and anti-competitive practices. Such laws regulating 
monopoly and restrictive trade practices are also based on 
such experiences in past, presumptions and apprehensions 
of possible exploitation of a monopoly situation by right 
holders and prescribe preventive measures. In case of patent 
monopoly, the situation is much worse, in as much as, 
patents are of longer duration and the opportunity for 
exploitation are immense. TRIPS itself acknowledges the 
evils of such practices and warns member states against it 
(Article 8.2) and empowers them by Article 5A(2) to take 
effective measures to ‘prevent’/control them. 


Factual basis and justification for grant — self evident 


17.7 Abuses like ‘failure to work’, ‘insufficient working’, or 
charging exorbitantly high prices, are the results of common 
tendencies observed amongst right holders in several 
countries since ages. Further, most of the abuse situations 
are matters of fact and common knowledge and experience 
of the community, and do not require elaborate enquiries to 
ascertain or establish them. 


Presumption of abuses from patent laws 


17.8 On basis of general experience certain matters are 
identified and treated as “abuses” in the patent laws of most 
countries. Selection and identification of such subjects for 
licences of right, can be based on general experience, 
recognition of certain matters as abuses in patent laws of 
different countries, or threat perceptions having regard to 
the special problems of each country. It is possible to 
presume the threat from such abuses, without actual 
experience of their adverse impact. 
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Justification for ‘licences of right’ — matters of larger 
national public interest 


17.9 Having regard to the principles and provisions of 
Article 8(2) and Articles 5A(2) and 5A(4), a legislative, 
preventive measure in form of compulsory licences can be 
justified, particularly, when applied selectively to prevent or 
control the abuses, which — 


— can have adverse implications in matters of 
national security, defence, or economy; 


— are such as likely to defeat the objectives and 
principles set out in Articles 7 and 8; 


— are likely to adversely affect production and 
availability within the country, of strategic or 
vital commodities essential for defence, 
healthcare, or such other products; or 


— have the potential for exploitation of vulnerable 
sections of the community, e.g. by claiming 
exorbitant or unconscionable prices in respect of 
vital commodities required for their basic needs; 


— are of a general nature, adversely affecting large 
sections of the Society; 


— are likely to obstruct or interfere with the 
discharge of obligatory function and duties of 
the state to the citizens, e.g. healthcare etc. 


Public interest compulsions 


17.10 These are all matters of vital importance and general 
national and public interest, and in view of their serious 
implications, require anticipatory, immediate or pre-emptive 
actions. It is axiomatic that such matters of vital public 
interest involving national priorities and basic needs of the 
community, brook no delay, and cannot be burdened with 
elaborate enquiry procedures, and cannot be subjected to 
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obstructionist tactics of right holders, or the uncertainties or 
vagaries of contested, cumbersome, costly and prolong 
enquiries or litigations. 


17.11 Most of these are also matters of common knowledge, 
and general experience, and do not therefore require any 
elaborate enquiry to establish facts or justification, and 
hardly involve any exercise of discretion against granting of 
licence. 


Reasonable remuneration - right holders’ remedy under 
TRIPS 


17.12 Further, the objective of creating patent system and 
providing statutorily protected exclusive rights during patent 
term, is to provide means and opportunity for right holders 
to earn reasonable remuneration, and also to ensure further 
progress of science and technology. These objectives can be 
best served by providing legitimate access to the invention 
for the community, on fair and reasonable terms, with 
provision for reasonable remuneration to the right holder. 


Government and Third Party rights recognised in TRIPS 


17.13 In fact, in Article 31, TRIPS recognises an obligation 
on part of right holders to allow third parties to use the 
invention on ‘reasonable terms’ and within a ‘reasonable 
period of time’, and if he fails to do so, provides remedy of 
for ‘other use’ without the rightholders’ authorisation. 
Likewise Article 44(2) of TRIPS contemplates relief by way of 
remuneration as per Article 3l(h) as an alternative to 
granting of preventive injunction in cases of infringement of 
patent rights. 


Exclusivity — a qualified right under TRIPS . 


17.14 It will also be appreciated that the right to exclude 
others, allowable to patent holders as per Article 28, is not 
an absolute right. It is intended to provide a means to enable 
the patent-holder to claim, recover and enforce payment of 
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reasonable remuneration in terms of Article 31l(h). If such 
remuneration is ensured, the exclusive right must yield to- 


(i) compulsory licence provisions as per Article 
5A(2) and (4), intended to prevent/control 
abuses; 


(ii) the ‘use’ or the ‘other uses’ to provide for 
legitimate interests of the government and third 
parties as per Articles 30 and 31; and 


(ill) government/crown uses in discharge of larger 
national interests. 


Justification - Public interest matters 


17.15 Such compulsory licences of right would serve both, 
as strong deterrent, as well as a more effective remedy, and 
are therefore, best suited to promote public interests and to 
prevent and control abuses. 


Chapter 18 


Licences of Right - The Scheme 


Procedure simplified 


18.1 The normal tendency of right holders to deny to the 
Society and third parties, the benefits due to them under a 
patent, has made it imperative to adopt a practicable and 
effective compulsory licence system. Since the _ usual 
compulsory licence systems are unable to avoid the delays 
and uncertainties, it is necessary to devise a licence of right 
system, which can prevent/control such problems. 


Compulsory licence of right 


18.2. For effectively preventing/controlling abuses, a 
compulsory licensing system has to be based on objective 
criteria and involve least possible procedural requirements, 
uncertainties and delays, with a built-in or self-operating 
arrangement for grant of licence (as distinguished from 
settling terms of licence) and a reasonable and fair reward 
system for the owner. 


Self operating — effective system 

18.3. The compulsory ‘licences of right’ system is designed 
to provide a more effective, and self-operating arrangement 
for grant of compulsory licences. It simplifies the procedure, 
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eliminates or minimises the scope of objections of right 
holders to the grant, and also minimises the role of the 
Government authorities, the statutory procedures, and 
delays in granting of licences in individual cases. (The 
‘licences of right’ system referred in this Chapter is the 
statutory or compulsory licences of right.) 


Entry of ‘licence of right’ 


18.4 The scheme of ‘licences of right’ contemplates 
making of an endorsement on the certificate of patent, or an 
entry in the Register of Patents, of “Licence of Right’, or 
making of an order or issuing notification, permitting such 
licences to interested parties. 


Rationale for licences of right 


18.5 The facts and legal basis justifying such endorsement/ 
grant, are most often matters of common knowledge (e.g. 
failure to work the patent or to meet the demand for the 
product on reasonable terms), or common experience (e.g. 
excessive drug prices of patented products) or presumptions 
of facts or law. The adverse impact of the possible abuse on 
national economy, public interest or third parties, are 
matters of serious concern requiring immediate action to 
prevent and control the damage. 


18.6 Under such circumstances, holding elaborate 
enquiries or providing opportunity for right holder to 
object, become superfluous, and are misused by right 
holders only to delay the grant, and defeat the rights and 
benefits, to which the society and third parties are entitled. 
The licences of right provisions are, therefore, designed to 
limit or eliminate the scope of such enquiries, and to provide 
quicker and better access to government and third parties in 
fulfilment of the objectives of the patent system. The 
interests of the right holders are taken care of, by providing 
reasonable remuneration, and the much larger usage of the 
invention made possible by licensing arrangements, most 
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often enables the right holders to earn much larger income. 


Different licence of right schemes 


18.7. A study of the licence of right provisions (past or 
current) of some of the countries shows the different 
methods adopted by them for applying the provisions of 
licence of right. Under such laws, licences of right provisions 
are made applicable to a patent or a class of patents after 
endorsement or entry of the ‘licences of right’ on the 
certificate of patents or in the relevant entries in the Register 
of Patents, by statutory provisions, or by passing of such 
order or issue of such notification or declaration by the 
concerned authority. 


‘Suo Moto’ enquiry/order by Government 


18.8 Such an order or declaration may be made by the 
authority suo moto, on basis of its own information or 
assessment of the need for it, without any formal enquiry or 
opportunity for the right holder to represent his case. In 
some patent laws, such order/notification is issued after a 
preliminary enquiry is made to establish the justification or 
the abuse, with opportunity to the right holder to represent 
in views about such entry or the grant, and also for judicial 
review. But such repetitive enquiries are avoided. 


‘Licences of right’ - on basis of common findings 


18.9 For grant of compulsory licences as per Article 5A(4), 
the fact of non-working or inadequate working of the patent 
has to be established. Likewise, for some other abuses also, if 
any common factual or legal basis is to be established, this 
could be done on application of any interested person, or of 
the government or suo moto by the government. Though such 
finding may be made on enquiry in particular case in respect 
of a patent, benefit of such common finding of fact, after it is 
confirmed, can be made available to other applicants for 
licence under the same patent. This is done by making an 
entry or endorsement of ‘licences of right’ on the patent 
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certificate or in the Register of Patents as in Section 48(1)(b) 
and 48(2)(b) of UK Patent Act of 1977 (as amended by 1999 
Act) or US Statutes 28 USC Sections 2183, 35 USC Section 
203, French law — 613.16 and Section 86 of Indian Patent 
Act of 1970 after confirming finding of non-working. 


Licences allowable as of right - procedure simple 


18.10 Licences would be allowable to qualifying applicants 
as a matter of right in respect of a patent which is either 
endorsed as “licence of right”, or which is declared or 
directed by the statutory authority to be treated as such, 
under powers conferred by the statute or after an enquiry as 
mentioned above. 


18.11 The applicant is not required to establish the 
justification for the grant separately, and in that respect, it 
does not depend on merits of individual cases. Therefore, it 
does not involve consideration of the licence application on 
its individual merits. The question of the patent owner 
objecting on the ground of lack of justification for the grant 
does not at all arise. 


18.12 To grant or not to grant the licence, is not a matter of 
case to case enquiry. Thus the scope of objections by the 
right holder, and consequently, the enquiry for justification 
for the grant, are eliminated or considerably limited. The 
administrative authority has no discretion to refuse, if the 
prescribed conditions or requirements are satisfied. Only the 
terms of the licence are to be settled either by Agreement 
with the owner, or failing it, by the administrative authority. 
Correspondingly, the scope of appeals — wherever provided 
— is also limited. 


18.13 The additional advantage of the licences of right 
system is that it avoids repeatitive enquiries by the same 
authority in respect of the same subject matter, and 
consequently it also avoids costs and delay in remedying the 
abuses. 
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Implications of ‘Licence of right’ entry 

18.14 The well-known author Brian C. Reid, in his Book — 
“A Practical Guide to Patent Law” has very concisely 
explained the implications of ‘licences of right’ entry: 


“A licence as of right, under section 46 of the Act, 1s to be 
distinguished from a regular compulsory licence. What it 
means is that the official register entry of the patent has been 
marked ‘licence of right’, so that any third party 1s 
automatically entitled to a licence under the patent; there 1s 
no longer any burden on the potential licensee to show 
justification for the grant of a licence. The terms of such 
licence are settled by the Patent Office, if the parties cannot 
agree them mutually.” 


18.15 Some of the countries like UK, France and India, 
had/have licences of right provisions in their patent laws. 
Though some of them are no longer in force, the rationale 
remains, and such provisions could be examined as possible 
options or models for designing effective licence-of-right 
system complying with TRIPS requirements. The three types 
of models readily available for the purpose, are: 


(i) Statutory endorsement - covering designated 
class of patents 


(a) Class designated by reference to common 
criteria: 
UK Patent Act, 1977 (as amended upto 
1999) — Schedule 1, Paragraph 4(2)(c), read 
with Section 46(3). 


In this case, all the existing patents, the 
terms of which have been extended by the 
amending Act as a class — are, by statutory 
provision, made subject to licences of right 
during the extension period. (Exceptions 
were made subsequently, for patents for 
pharmaceutical and pesticides.) 
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(b) Class designated by reference to subject 
matter of patent — e.g.— 


— UK Patent Act, 1907 — Section 38A(3) 
(repealed); 


— UK Patent Act, 1949 — Section 41 
(repealed); 


— Indian Patent Act 1970 — Section 87 
read with Section 88. 


All the patents relating to foods, drugs and 
medicines, as a class, are subject to licences of 
right provisions by operation of these statutory 
provisions. As noted in Chapters 10 and 11, 
Article 27.1 is not applicable to compulsory 
licences. Even if applicable, in view of 
'good reason’ and ‘unique situation’, set out in 
Chapter 11, licences of right in respect of drugs 
and medicines can be allowed. 


(ii) Licences of Right by “Suo Moto” enquiry and 
order 


— French Patent Law - Articles L.613-16 and 
L.613-18 & L-613.19 (updated upto 
January 1999 — Ref. Appendix II for text of 
Articles 613.13 to 613.19 and analysis of 
Article 613.16) 


— Indian Patent Act 1970 — Section 97; 


— Singapore, Netherlands and New Zealand 
had similar licence of right arrangements, 
before 1994, but have been deleted 
recently; 


— US Patent Law — 35 USC 203%; 


*[Note: This provision of US Law is applicable to patents under funding 
agreements, but the need to control the grant in public interest is accepted.] 
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Under these provisions, the statutory authority, on 
basis of satisfaction about the justification, and on 
consideration of public interest, swo moto orders or 
notifies a patent, or class of patents, to be subject to 
‘licences of right' without any formal enquiry or entry 
on the Register. 


(iii) Subjected to licence of right provisions after 
initial inquiry about abuse of patents, e.g. :- 


— UK Patent Act 1949 (repealed) — Sections 
37 and 40; 


— UK Patent Act, 1977 (as amended upto 
1999) — Sections 48(1)(b)/48(2)(b)/51(3), 
read with Section 46(3); 


— Indian Patent Act 1970 — Section 86 read 
with Section 88; 


In this type of cases, initial enquiry is made at 
the instance of government or third parties 
about abuse, and on confirmation of the findings 
of abuse, endorsement of ‘licences of right’ is 
made, so that all subsequent applicants for 
licence, are not required to establish the 
justification for the grant. This system has the 
benefit of avoiding duplication or multiplication 
of the enquiry for the same subject matter, and 
enables more licences to be issued to prevent/ 
control the abuse, expeditiously and effectively. 


Enquiry limited to fixing remuneration and terms 


18.16 The scope of administrative action for grant of licences 
to other applicants after licences of right endorsement, is thus 
limited only to the settling of the terms, particularly, the 
royalty or compensation for the grant. This can also be 
reduced by providing the norms for royalty and 
compensation, as is done by Section 88 of Indian Patent Act 
1970, and in laws of some of the other countries, which also 
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empower the Controller to issue the licence pending 
finalisation of the terms. Normally such licences are non- 
exclusive, non-assignable and can be made co-terminus with 
the patent term expiry. 


Objectives of patent system — better served 


18.17 The immediate and direct benefit of such a licence of 
right provisions being included in the statute, would be to 
induce a sense of responsibility in the right holder. The 
apprehension of potential competition through licences of 
right, would prompt him to take steps for local production 
and supply on reasonable terms. Thus the objective of the 
patent system of promoting transfer and dissemination of 
technology, and of development of indigenous trade and 
industry, as well as of preventing abuses would be best served 
by licences of right system. 


Increased scope for remuneration for right holders 


18.18 On the other hand, the right holder will be assured 
of better remuneration through immediate and increased 
utilisation of the invention and production of the patented 
product. 


Compulsory Licence and Licence of Right provisions 
consistent with Paris Convention and TRIPS 


18.19 The provisions of Articles 5A(2) and (4) (summary in 
Paragraphs 15.19 to 15.24 above) considered in the context 
of the factual and legal basis of ‘licences of right’ scheme 
(Paragraphs 18.1 to 18.6 above), clearly show that licences of 
right provisions as suggested above, are in conformity with 
TRIPS requirements. 


18.20 Further, as noted in Chapter 16 above, the 
compulsory licence and licence of right (compulsory) 
provisions contained in Sections 46, 48(1), 48(3), 50(1), 
50(2), 53(1) and 54 of UK Patent Act of 1977 (as in force in 
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February 1992) were accepted to be consistent with Article 
5A of Paris Convention by all the concerned parties 
including UK, EC and the EC Court (judgement dated 
18.02.1992) in the cited case. 


18.21 It is also significant that UK, Italy and Spain had 
stated before the EC Court — and European Commission had 
verified and confirmed this fact in respect of many EC 
member countries — that patent laws of many other 
contracting parties to Paris Convention, also had similar 
provisions in their laws. The necessary implication is that 
such licence of right and compulsory licence provisions of 
such countries are also consistent with Articles 5A, and 
consequently also with TRIPS. 


UK Patent Law during 1907 to 2000 


18.22 UK has been in the forefront among countries, 
canvassing for ‘modern’ or ‘world class’ patent systems. They 
are now opposed to grant of compulsory licences, licences of 
right etc. except for very limited purposes and on very 
restrictive conditions. UK has also been one of the very few 
countries, which has made_ substantial contribution in 
research, development and production of new drugs and 
medicines during last century. Reference to development of 
UK Patent Law in respect of drugs and medicines could, 
therefore, be helpful in devising a patent law, which while 
providing compulsory licences, licences of right and other 
uses, can contribute to promotion of R&D and industrial 
development in respect of drugs and medicines. 


18.23 The UK Patents and Designs Act 1907 made specific 
provisions defining abuses (Section 27) — including therein, 
non-working in UK, and non-supply on reasonable terms, as 
such abuses (sub-section 2) — and providing for compulsory 
licences of rights (sub-section 3), with obligatory licence of 
right provisions for inventions relating to foods and 
medicines (Section 38A). Such provisions were continued 
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substantially in the same form in the subsequent enactments/ 
amendments (Sections 37 to 41 of UK Act 1949, and 
Sections 48 to 59 of 1977 Act) till 1999. However, the special 
licences of right provisions for inventions relating to foods 
and medicines (Section 41 of 1949 Act), were excluded from 
the 1977 Act, and instead effective provisions have been 
made in the Crown Use provisions, to meet the special 
requirements of drugs and medicines for the National 
Health Scheme etc. [Section 56(4)]. 


18.24 Section 38A(3) of UK Patent Act, 1907, Section 41 of 
UK Patent Act 1949 and Section 87 of Indian Patent Act 
1970 (‘I.P. Act’), were/are designed to provide an assurance 
of licence being available after grant of the patent on 
predictable terms in respect of the vital commodities, like 
drugs, medicines, invalid foods etc. No justification other 
than intended use of the product as a drug for such purpose 
was/is required, and the roles of the patent holder and 
Statutory authority were/are limited only to settle the 
financial terms. 


18.25 (i) ‘Licences of Right’ provisions of Section 41 of 
UK Patent Act of 1949 (repealed) and Section 87 of I.P. Act 
are recognition of the universally accepted and long 
established fact, that strong product patent regimes have 
been grossly abused by right holders — generally foreigners — 
to prevent local production, and to protect exploitation of 
patents by importation at exorbitant drug prices. 


(ii) Section 41 of U.K. Patent Act 1949 reads: 


“Inventions relating to food or medicine, etc.— 
(1) Without prejudice to the foregoing provisions of this 
Act, where a patent is in force in respect of— 
(a) a substance capable of being used as food or 
medicine or in the production of food or medicine; 
or 


254 


(2) 


(3) 
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(b) a process for producing such a substance as 
aforesaid; or 


(c) any invention capable of being used as or as part 
of a surgical or curative device, the comptroller 
shall, on application made to him by any person 
interested, order the grant to the applicant of a 
licence under the patent on such terms as he thinks 
fit, unless tt appears to him that there are good 
reasons for refusing the application. 


In settling the terms of licences under this section the 
comptroller shall endeavour to secure that food, 
medicines, and surgical and curative devices shall be 
available to the public at the lowest prices consistent 
with the patentees deriving a reasonable advaniage 
from their patent rights. 


A lwence granted under this section shall entitle the 
licensee to make, use, exercise and vend the invention as 
a good or medicine, or for the purposes of the production 
of food or medicine or as or as part of a surgical or 
curative device, but for no other purposes.” 


(1) Section 87 of Indian Patent Act 1970: 


“(1) Notwithstanding anything contained in this Act,— 


(a) every patent in force at the commencement of this 
Act in respect of inventions relating to— 


(1) substances used or capable of being used as 
food or as medicine or drug; 


(11) the methods or processes for the manufacture 
or production of any such substance as is 
referred to in sub-clause (1); 


(111) the methods or processes for the manufacture 
or product on of chemical substances 
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(including alloys, optical glass, semi- 
conductors and inter-metallic compounds), 


shall be deemed to be endorsed with the words “Licences 
of right” from the commencement of this Act or from the 
expiration of three years from the date of sealing of the 
patent under the Indian Patents and Designs Act, 
1911, whichever is later; and 


(b) every patent granted after the commencement of 
this Act in respect of any such invention as 1s 
referred to in section 5 shall be deemed to be 
endorsed with the words “Licences of right” from 
the date of expiration of three years from the date 
of sealing of the patent. 


(2) In respect of every patent which is deemed to be endorsed 
with the words “Licences of nght” under this section, the 
provisions of section 88 shall apply.” 


1977 Act provisions 


18.26 In view of their judicially accepted consistency with 
Articles 5A(2) and (4) of Paris Convention -— and 
consequently with TRIPS — the provisions of UK Act 1977 
(# 18.20 supra, as in force in February 1992) can serve as 
reference models for similar compulsory licence and licence 
of right provisions, which could be adopted even by WTO 
members without hesitation. The relevant extracts from 
these provisions of UK Patent Act 1977 (before 1999 
amendment) have been reproduced in Chapter 16 above, for 
convenience of reference. 


18.27 Licences of right under UK Patent Act 1977, as 
amended in July 1999 


(a) In July 1999, UK amended its Patent Act 1977 
specially for TRIPS compliance by making “The Patents and 
Trade Marks (World Trade Organisation) Regulations 1999’, 
retaining the licences of right provisions of Sections 46(3) 
and 48(1)(b) unamended. 
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Implications of 1999 amendments of UK Act 


(b) It will be appreciated that these belated 
amendments can have no bearing on the view established in 
the EC Court proceedings (chapter 16 above) that the 
provisions of Sections 46, 48(1), 48(3), 50(2), 53(1) and 54 of 
the UK Patent Act 1977 as in force in 1992, were consistent 
with Articles 5A(2) and (4) of Paris Convention. In fact, this 
was the basis on which the arguments of all parties and the 
Judgement of the EC Court had proceeded in that case. 


(c) It is also significant that the principle of 
granting of compulsory licences of right without considering 
the merits of each individual case (as per Section 46(3)), 
pursuant to an entry made under Section 48(1)(b) or Section 
51(3), has, by necessary implications, been accepted as 
TRIPS consistent. This principle, being the basis of licences 
of right system, stands confirmed by retention in the same 
form, of Sections 46(3) and 48(1)(b) in the final Act as 
amended for TRIPS compliance. 


Licences of right by reference to class of inventions — 
Re-extended term 


(d) Further confirmation of this principle is also 
available from the retention of the licence of right provisions 
of Schedule 1, Paragraph 4(2)(c) of the UK Patent Act 1977, 
applicable to all the patents belonging to specified class, 
during the extension period, even after the TRIPS 
Agreement became effective. This is significant because it 
Shows that it is possible, to statutorily apply compulsory 
licence of right provisions to an entire class of inventions, 
and also that it is not necessary to consider such applications 
for licence on individual merits of each case. 


U.K. Patent Act - July 1999 amendments - (relevant 
extracts) 


18.28 Sec. 48(1)(b) : 


“48. - (1) At any time after the expiration of three years, or of 
such other period as may be prescribed, from the date of the 
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grant of a patent, any person may apply to the comptroller 
on one or more of the relevant grounds— 


nese... : 

(b) for an entry to be made in the register to the effect that 
licences under the patent are to be available as of 
right;” 

[Emphasis added] 
18.29 Sec. 46(3)(a) : 
“(3) Where such an entry is made in respect of a patent— 


(a) any person shall, at any time after the entry 1s 
made, be entitled as of right to a licence under 
the patent on such terms as may be settled by 
agreement or, in default of agreement, by the 
comptroller on the application of the proprietor of 
the patent or the person requiring the licence;” 


[Emphasis added] 


18.30 Section 48(1)(b) enables any person to approach the 
Controller, and the Controller has the power to make an 
entry in “the register to the effect that licences under the 
patent are to be available as of right”. Read with Section 
46(3)(a), this provision enables any person to approach the 
Comptroller to ask for licence as a matter of right, and the 
Comptroller is obliged to grant the licence. Only the terms 
of the licence are left for the patentee and the Comptroller 
to decide, but the licence cannot be refused. This provision 
corresponds to the licence of right provisions of Section 86 
of Indian Patent Act 1970. 


18.31 Some of the considerations for grant of compulsory 
licences accepted in the new Section 48A, are: 
“48A. - (1) In the case of an application made under 
section 48 above in respect of a patent whose proprietor is a 
WTO proprietor, the relevant grounds are- 
(a) where the patented invention is a product, that a 
demand in the United Kingdom for that product is not 
being met on reasonable terms; 
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These grounds specially limited for WTO proprietors, are 
almost the same as Sec.48(3)(b)(i), 48(3)(d)(11), 48(3)(d)(i1) 
and 48(3)(e) of unamended U.K. Patent Act 1977, and 
corresponding provisions of Sec.84(1), 86, 90 and 90(a)(iv), 
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(b) that by reason of the refusal of the proprietor of the 


patent concerned to grant a licence or luwences on 
reasonable terms— 


(Cc) 


(1) 


(12) 


the exploitation in the United Kingdom of any 
other patented invention which involves an 
important technical advance of considerable 
economic significance in relation to the invention 
for which the patent concerned was granted is 
prevented or hindered, 


the establishment or development of commercial or 
industrial activities in the United Kingdom is 
unfairly prejudiced; 


that by reason of conditions imposed by the proprietor of 
the patent concerned on the grant of licences under the 
patent, or on the disposal or use of the patented product 
or on the use of the patented process, the manufacture, 
use or disposal of materials not protected by the patent, 
or the establishment or development of commercial or 
industrial activities in the United Kingdom, is unfazr, 
prejudiced. 


90(b) of Indian Patent Act 1970. 


18.32 The significance of these special provisions for 
inventions relating to medicine products in the successive 


UK Patents Act lies in the facts, that : 


(a) 


it shows the continuing need and rationale for such 


provisions for promotion and _ development 


technological research, and industrial growth, and also 
as deterrent for preventing/controlling the abuses; 
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(b) - it shows that UK, which had played a very significant 
and active role during negotiations and drafting of 
the compulsory licence provisions of the Paris 
Convention (during 1937 to 1957) and again during 
TRIPS negotiations (1986-1993), considered it 
necessary to introduce/retain in its own domestic law, 
such provisions in Sections 37 to 41 of 1949 Act tll 
1977, and thereafter in Sections 48 to 59 of the 1977 
Act. This necessarily implies that these sections of the 
UK Act are in conformity with Articles 5A(2) and (4) 
of Paris Convention. This is also the view canvassed 
and accepted by the European Court of Justice in its 
judgement referred in Chapter 16 above; 


(c) it shows that national interests require such 
compulsory licences, licences of right, crown use, and 
third party use legislative provisions to be made in 
the patent law and that such matters have primacy 
over international postures, and _ provisions of 
international treaties. 


Pharma R&D achievements under rational laws — UK, 
India 


18.33 But, by far the most significant aspect from the point 
of view of technological research and progress, is that such 
provisions — including the automatic licences of right 
provisions in respect of patents for foods and medicines — 
did not have any adverse impact on the research and 
development of new drugs in UK, or on the technological 
progress achieved during 1907 to 1977. Many important 
drugs like the penicillins, sulpha drugs and even the so- 
called ‘block busters’ — like cimetidine and ranitidine etc., 
were invented or developed in UK, during the period 1907 
to 1977, when the licences of right provisions of Section 38A 
of 1907 Act, and Section 41 of 1949 Act had been in force. 
Similar patent law provisions in other countries like France, 
Germany and USA, which are known to have made 
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significant contributions to R&D on medicines, confirm 
that in development of new drugs, such legislative measures 
do not come in the way. Indian pharma _industry’s 
progress under a so-called ‘weak’ patent system has been 
phenomenal. 


Licences of Right consistent with Article 8(2) of TRIPS and 
Article 5A(2) of Paris Convention 


18.34 Consistency of the licences of right scheme with 
TRIPS Agreement is assured by reference to: 


(i) Article 8(2) and Article 5A(2) provisions; 


(wz) EC Court judgement and proceedings accepting 
Sections 46 and 48 of UK Patent Act 1977 (as in 
force in 1992) containing licences of right 
provisions as compliant with Article 5A(2) of 
Paris Convention. [Kindly refer to chapter 
16 (itt) & (iv) supra]; 


(wz) the analysis and implications of Article 5A(2) as 
brought out in Chapters 15 and 16 above. 


Considerations for the grant of compulsory licences 


18.35 While therefore deciding about legislative and 
administrative measures, such as compulsory licences, 
nations need to consider the following aspects:- 


(1) the basic needs and healthcare for their people 
(large majority of whom are below poverty line 
in developing nations) in the context of known 
tendencies among patent holders, particularly 
foreigners, to resort to abuses like excessive 
prices, transfer pricing; use only for importation 
of the patented product, avoiding local 
production; avoiding to supply, or permit others 
to supply, patented products at reasonable 
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prices; pursuing corporate policy of maintaining 
international prices at high levels and anti- 
competitive practices etc.; 


(11) protection, growth and even of survival of domestic 
industries in the face of onslaught of more powerful 
MNGs, with consequent implications for employment 
opportunities; 


(iii) the limited resources, capacity and inclination of 
foreign patent holders to satisfy the reasonable 
demands on reasonable terms in all countries, where 
they have secured patent rights; 


(iv) the limited authority, which national laws and 
governments can exercise over foreign patent 
holders and foreign suppliers to control such abuses, 
particularly in view of the all out support they receive 
from the governments of their home countries; 


(v) dependence of a nation on foreign supplies and 
patent holders for suppliers of essential, vital or 
strategic goods. 


Contractual licensing of patents on fair and reasonable terms 
can ensure reasonable remuneration, the patent owner and 
also make the inventions available for use by others on 
payment of reasonable royalty. However, in actual practice, 
this is of very limited value as patent holders do not like to 
provide alternate sources of supply, which would reduce 
their ability to exploit the patent rights by claiming excessive 
prices. 


Article 31 — Procedure different 


18.36 In case of ‘licences of right’, the obligation to first 
negotiate with the right holder, and consideration of the 
licence application on its individual merits, are not involved. 
The licence is to be granted as a matter of right — only the 
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terms are to be settled. Thus, licences of right system 
eliminates the main cause of delay and uncertainty. It 
provides a certain degree of predictability and assurance and 
expeditious results. This is one of the main differences 
between the ‘other use’ provisions of Article 31, and the 
licences of right provisions under Article 5A(2). 


APPENDICES 


Readers kindly note : 


Every attempt has been made to reproduce the 
text of the relevant provisions of Patent Laws of 


different countries as on the dates indicated for 
each of them. However, the readers are requested 
to verify these laws from the original sources. 


Appendix - I 


Relevant Provisions of 
TRIPS Agreements 


Preamble — (Extract): 


“Desiring to reduce distortions and impediments to 
international trade, and taking into account the need to 
promote effective and adequate protection of intellectual 
property rights, and to ensure that measures and procedures 
to enforce intellectual property rights do not themselves 
become barriers to legitimate trade”; 


Article 2.1 : 


“In respect of Parts II, HI and IV of this Agreement, 
Members shall comply with Articles 1-12 and 19 of the Paris 
Convention (1967).” 


Article 7 : Objectives 


“The protection and enforcement of intellectual property 
rights should contribute to the promotion of technological 
innovation and to the transfer and dissemination of 
technology, to the mutual advantage of producers and users 
of technological knowledge and in a manner conducive to 
social and economic welfare, and to a balance of rights and 
obligations.” 
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Article 8 : Principles 

“1. Members may, in formulating or amending their 
national laws and regulations, adopt measures necessary 
to protect public health and nutrition, and to promote 
the public interest in sectors of vital importance to their 
socio-economic and_ technological development, 
provided that such measures are consistent with the 
provisions of this Agreement. 


2. Appropriate measures, provided that they are consistent 
with the provisions of this Agreement, may be needed to 
prevent the abuse of intellectual property rights by right 
holders or the resort to practices which unreasonably 
restrain trade or adversely affect the international 
transfer of technology.” 


Article 9.1 : 


“Members shall comply with Articles 1-21 and the Appendix 
of the Berne Convention (1971). However, Members shall 
not have rights or obligations under this Agreement in 
respect of the rights conferred under Article 6bis of that 
Convention or of the rights derived therefrom.” 


Article 21 : Licensing and Assignment 


“Members may determine conditions on the licensing and 
assignment of trademarks, it being understood that the 
compulsory licensing of trademarks shall not be permitted 
and that the owner of a registered trademark shall have the 
right to assign his trademark with or without the transfer of 
the business to which the trademark belongs.” 


Article 27 : Patentable Subject Matter 


“1. Subject to the provisions of paragraphs 2 and 3 below, 
patents shall be available for any inventions, whether 
products or processes, in all fields of technology, 
provided that they are new, involve an inventive step 
and are capable of industrial application. Subject to — 
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paragraph 4 of Article 65, paragraph 8 of Article 70 and 
paragraph 3 of this Article, patents shall be available 
and patent rights enjoyable without discrimination as to 
the place of invention, the field of technology and 
whether products are imported or locally produced. 


2. Members may exclude from patentability inventions, 
the prevention within their territory of the commercial 
exploitation of which is necessary to protect ordre public 
or morality, including to protect human, animal or 
plant life or health or to avoid serious prejudice to the 
environment, provided that such exclusion is not made 
merely because the exploitation is prohibited by 
domestic law. 


3. Members may also exclude from patentability: 


(a) diagnostic, therapeutic and surgical methods for 
the treatment of humans or animals; 


(b) plants and animals other than microorganisms, 
and_ essentially biological processes for the 
production of plants or animals other than non- 
biological and microbiological processes. However, 
Members shall provide for the protection of plant 
varieties either by patents or by an effective sui 
generis system or by any combination thereof. The 
provisions of this sub-paragraph shall be reviewed 
four years after the entry into force of the 
Agreement Establishing the MTO.” 


Article 28 : Rights Conferred 


“1. A patent shall confer on its owner the following 
exclusive rights: 


(a) where the subject matter of a patent is a product, to 
prevent third parties not having his consent from 
the acts of: making, using, offering for sale, selling, 
or importing for these purposes that product; 
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(b) where the subject matter of a patent is a process, to 
prevent third parties not having his consent from 
the act of using the process, and from the acts of: 
using, offering for sale, selling, or importing for 
these purposes at least the product obtained 
directly by that process. 


2. Patent owners shall also have the right to assign, or 
transfer by succession, the patent and to conclude 
licensing contracts.” 


Article 30 : Exceptions to Rights Conferred 


“Members may provide limited exceptions to the exclusive 
rights conferred by a patent, provided that such exceptions 
do not unreasonably conflict with a normal exploitation of 
the patent and do not unreasonably prejudice the legitimate 
interests of the patent owner, taking account of the 
legitimate interests of third parties.” 


Article 31 : Other Use Without Authorization of the Right 
Holder 


“Where the law of a Member allows for other use of the 
subject matter of a patent without the authorization of the 
right holder, including use by the government or third 
parties authorized by the government, the following 
provisions shall be respected: 


(a) authorization of such use shall be considered on its 
individual merits; 


(b) such use may only be permitted if, prior to such use, the 
proposed user has made efforts to obtain authorization 
from the right holder on reasonable commercial terms 
and conditions and that such efforts have not been 
successful within a reasonable period of time. This 
requirement may be waived by a Member in the case of a 
national emergency or other circumstances of extreme 
urgency or in cases of public non-commercial use. In 


(c) 


(d) 
(e) 


(f) 


(g) 


(h) 
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situations of national emergency or other circumstances 
of extreme urgency, the right holder shall, nevertheless, 
be notified as soon as reasonably practicable. In the case 
of public non-commercial use, where the government or 
contractor, without making a patent search, knows or has 
demonstrable grounds to know that a valid patent is or 
will be used by or for the government, the right holder 
shall be informed promptly; 


the scope and duration of such use shall be limited to 
the purpose for which it was authorized, and in the case 
of semi-conductor technology shall only be for public 
non-commercial use or to remedy a_ practice 
determined after judicial or administrative process to be 
anti-competitive; 


such use shall be non-exclusive; 


such use shall be non-assignable, except with that part 
of the enterprise or goodwill which enjoys such use; 


any such use shall be authorized predominantly for the 
supply of the domestic market of the Member 
authorizing such use; 


authorization for such use shall be liable, subject to 
adequate protection of the legitimate interests of the 
persons so authorized, to be terminated if and when the 
circumstances which led to it cease to exist and are 
unlikely to recur. The competent authority shall have 
the authority to review, upon motivated request, the 
continued existence of these circumstances; 


the right holder shall be paid adequate remuneration in 
the circumstances of each case, taking into account the 
economic value of the authorization; 


the legal validity of any decision relating to the 
authorization of such use shall be subject to judicial 
review or other independent review by a distinct higher 
authority in that Member; 
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any decision relating to the remuneration provided in 
respect of such use shall be subject to judicial review or 
other independent review by a distinct higher authority 
in that Member; 


Members are not obliged to apply the conditions set 
forth in sub-paragraphs (b) and (f) above where such 
use is permitted to remedy a practice determined after 
judicial or administrative process to be anti-competitive. 
The need to correct anti-competitive practices may be 
taken into account in determining the amount of 
remuneration in such cases. Competent authorities shall 
have the authority to _ refuse termination of 
authorization if and when the conditions which led to 
such authorization are likely to recur; 


Where such use is authorized to permit the exploitation 
of a patent (“the second patent”) which cannot be 
exploited without infringing another patent (“the first 
patent”), the following additional conditions _ shall 
apply: 

(i) the invention claimed in the second patent shall 
involve an important technical advance of 
considerable economic significance in relation to 
the invention claimed in the first patent; 


(11) the owner of the first patent shall be entitled to a 
cross-licence on reasonable terms to use _ the 
invention claimed in the second patent; and 


(111) the use authorized in respect of the first patent 
shall be non-assignable except with the assignment 
of the second patent.” 


Article 37.2 : 


“The conditions set out in sub-paragraphs (a)-(k) of Article 
31 above shall apply mutatis mutandis in the event of any non- 
voluntary licensing of a layout-design or of its use by or for 
the government without the authorization of the right 
holder.” 
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Article 40 (1) : 


“Members agree that some licensing practices or conditions 
pertaining to intellectual property rights which restrain 
competition may have adverse effects on trade and may 
impede the transfer and dissemination of technology.” 


Article 40 (2) : 


“Nothing in this Agreement shall prevent Members from 
specifying in their national legislation licensing practices or 
conditions that may in particular cases constitute an abuse of 
intellectual property rights having an adverse effect on 
competition in the relevant market. As provided above, a 
Member may adopt, consistently with the other provisions of 
this Agreement, appropriate measures to prevent or control 
such practices, which may include for example exclusive 
grantback conditions, conditions preventing challenges to 
validity and coercive package licensing, in the light of the 
relevant laws and regulations of that Member.” 


Article 44 : Injunctions 


“1. The judicial authorities shall have the authority to order 
a party to desist from an infringement, inter alia to 
prevent the entry into the channels of commerce in 
their jurisdiction of imported goods that involve the 
infringement of an_ intellectual property _ right, 
immediately after customs clearance of such goods. 
Members are not obliged to accord such authority in 
respect of protected subject matter acquired or ordered 
by a person prior to knowing or having reasonable 
grounds to know that dealing in such subject matter 
would entail the infringement of an_ intellectual 


property right. 


2. Notwithstanding the other provisions of this Part and 
provided that the provisions of Part II specifically 
addressing use by governments, or by third parties 
authorized by a government, without the authorization 
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of the right holder are complied with, Members may 
limit the remedies available against such use to payment 
of remuneration in accordance with subparagraph (h) ot 
Article 31. In other cases, the remedies under this Part 
shall apply or, where these remedies are inconsistent 
with a Member’s law, declaratory judgments and 
adequate compensation shall be available.” 


Appendix - II 


Patent Laws of Different Countries 


AUSTRALIAN PATENT ACT 1990 
(Updated upto Sept. 1996) 


Section 135 : Reasonable requirements of the public. 


“(1) For the purposes of sections 133 and 134, the 
reasonable requirements of the public with respect to a 
patented invention are to be taken not to have been 
satisfied if: 


(a). an existing trade or industry in Australia, or the 
establishment of a new trade or industry in 
Australia, is unfairly prejudiced, or the demand in 
Australia for the patented product, or for a 
product resulting from the patented process, is not 
reasonably met, because of the patentee’s failure: 


(1) to manufacture the patented product to an 
adequate extent, and supply it on reasonable 
terms; or 


(11) to manufacture, to an adequate extent, a part 
of the patented product that is necessary for 
the efficient working of the product, and 
supply the part on reasonable terms; or 
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(ili) to carry on the patented process to a 
reasonable extent; or 


(iv) to grant licences on reasonable terms; or 


(b) a trade or industry in Australia is_ unfairly 
prejudiced by the conditions attached by the 
patentee (whether before or after the commencing 
day) to the purchase, hire or use of the patented 
product, the use or working of the patented 
process; or 


(c) if the patented invention is not being worked in 
Australia on a commercial scale, but is capable of 
being worked in Australia. 


If, where paragraph (1)(c) applies, the court is satisfied 
that the time that has elapsed since the patent was 
sealed has, because of the nature of the invention or 
some other cause, been insufficient to enable the 
invention to be worked in Australia on a commercial 
scale, the court may adjourn the hearing of the 
application for the period that the court thinks 
sufficient for that purpose.” 


Section 163 : Exploitation of inventions by Crown. 


“(1) Where, at any time after a patent application has been 


made, the invention concerned is exploited by the 
Commonwealth or a State (or by a person authorised in 
writing by the Commonwealth or a State) for the 
services of the Commonwealth or the State, the 
exploitation is not an infringement: 


(a) if the application is pending — of the nominated 
person’s rights in the invention; or 


(b) if a patent has been granted for the invention - of 
the patent. 
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(2) A person may be authorised for the purposes of 
subsection (1): 


(3) 


(a) 


(b) 


(c) 


before or after any act for which the authorisation 
is given has been done; and 


before or after a patent has been granted for the 
invention; and 


even if the person is directly or indirectly 
authorised by the nominated person or patentee to 
exploit the invention. 


Subject to section 168, an invention is taken for the 
purposes of this Part to be exploited for services of the 
Commonwealth or of a State if the exploitation of the 
invention is necessary for the proper provision of those 
services within Australia.” 


Section 171 : Acquisition of inventions or patents by 
Commonwealth. 


“(1) The Governor-General may direct that a patent, or an 
invention that is the subject of a patent application, be 
acquired by the Commonwealth. 


(2) When a direction is given, all rights in respect of the 
patent or the invention are, by force of this subsection, 
transferred to and vested in the Commonwealth. 


(3) 


Notice of the acquisition must be: 


(a) 


(b) 


given to the applicant and the nominated person, 
or the patentee; and 


published in the Official Journal and the Gazette 
unless, in the case of the acquisition of an 
invention that is the subject of an application for a 
patent, a prohibition order, or an order under 
section 152, is in force in respect of the 
application. 
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The Commonwealth must pay a compensable person 
such compensation as is agreed between the 
Commonwealth and the person or, in the absence of 
agreement, as is determined by a prescribed court on 
the application of either of them.” 


Section 172 : Assignment of invention to Commonwealth 


“(1) An inventor, or an inventor’s successor in title, may 


assign the invention, and any patent granted or to be 
granted for the invention, to the Commonwealth. 


(2) The assignment and all covenants and agreements in 


the assignment are valid and effectual, even if valuable 
consideration has not been given for the assignment, 
and may be enforced by proceedings in the name of the 
Minister.” 
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CANADIAN PATENT ACT 


Section 65: 
“(1) Abuse of Rights Under Patents 


The Attorney General of Canada or any person 
interested may, at any time after the expiration of three 
years from the date of the grant of a patent, apply to 
the Commissioner alleging in the case of that patent 
that there has been an abuse of the exclusive rights 
thereunder and asking for relief under this Act. 


(2) 


What Amounts to Abuse 


The exclusive rights under a patent shall be deemed to 
have been abused in any of the following circumstances: 


(a) 
(c) 


(d) 


(e) 


(f) 


and (b) [Repealed, 1993, c.44, s.196] 


if the demand for the patented article in Canada is 
not being met to an adequate extent and on 
reasonable terms; 


if, by reason of the refusal of the patentee to grant 
a licence or licences on reasonable terms, the trade 
or industry of Canada or the trade of any person or 
class of persons trading in Canada, or the 
establishment of any new trade or industry in 
Canada, is prejudiced, and it is in the public interest 
that a licence or licences should be granted; 


if any trade or industry in Canada, or any person 
or class of persons engaged therein, is unfairly 
prejudiced by the conditions attached by the 
patentee, whether before or after the passing of 
this Act, to the purchase, hire, licence or use of the 
patented article or to the using or working of the 
patented process; or 


if it is shown that the existence of the patent, being 
a patent for an invention relating to a process 
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involving the use of materials not protected by the 
patent or for an invention relating to a substance 
produced by such process, has been utilized by the 
patentee so as unfairly to prejudice in Canada the 
manufacture, use or sale of any materials. 


(3) and (4) [Repealed, 1993, c. 44, s. 196] 


(5) Definition of “Patented Article” 
For the purposes of this section, the expression 
“patented article” includes articles made by a patented 
process.” 
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FRENCH PATENT LAW 1992 
(Updated upto January 1999) 


Article L. 613-16 : 


“Where the interests of public health demand, patents 
granted for medicines or for processes for obtaining 
medicines, for products necessary in obtaining such 
medicines or for processes for manufacturing such products 
may be subject to ex officio licenses in accordance with Article 
L. 613-17 in the event of such medicines being made 
available to the public in insufficient quantity or quality or at 
abnormally high prices by order of the Minister responsible 
for industrial property, at the request of the Minister 
responsible for health.” 


Article L. 613-17 : 


“As from the date of publication of the order subjecting the 
patent to ex officio licenses, any qualified person may apply to 
the Minister responsible for industrial property for the grant 
of a license to work the patent. The license shall be granted 
by order of that Minister under fixed conditions, particularly 
in respect of its duration and field of application, but 
excluding the amount of royalties to be paid in consideration 
thereof. 


The license shall take effect from the date of notification of 
the order to the parties. 


In the absence of amicable agreement approved by the 
Minister responsible for industrial property and the Minister 
responsible for health, the amount of the royalties shall be 
laid down by the First Instance Court.” 


Article L. 613-18 : 

“The Minister responsible for industrial property may give 
formal notice to the owners of patents other than those 
referred to in Article L. 613-16 to undertake the working of 
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such patents so as to satisfy the requirements of the national 
economy. 


If no action is taken within a period of one year to comply 
with such notice and if the failure to work the invention or 
the insufficiency in quality or quantity of the working 
seriously prejudice economic development and the public 
interest, the patents in respect of which formal notice has 
been given may be subjected to ex officio licenses by decree in 
Council of State. 


The Minister responsible for industrial property may extend 
the one-year period referred to above if the owner of the 
patent can produce legitimate reasons consistent with the 
demands of the national economy. 


As from the date of publication of the decree subjecting the 
patent to ex-officio licenses, any qualified person may apply to 
the Minister responsible for industrial property for the grant 
of a license to work the patent. 


The license may only be non-exclusive: it shall be granted by 
an order of the above-mentioned Minister on_ fixed 
conditions with regard to its duration and field of 
application, but excluding the amount of royalties to be paid 
in consideration thereof. The license shall take effect from 
the date of notification of the order to the parties. 


Failing amicable agreement, the amount of the royalties shall 
be laid down by the First Instance Court.” 


Article L. 613-19 : 


“The State may at any time obtain ex officio in order to meet 
its defense requirements a license to work an invention that 
is the subject of a patent application or a patent, whether the 
working is to be done by the State itself or on its behalf. 


The ex officio license shall be granted at the request of the 
Minister responsible for defense by order of the Minister 
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responsible for industrial property. The order shall lay down 
the conditions of the license, but excluding those relating to 
the amount of royalties to be paid in consideration thereof. 


The license shall take effect on the date of the request for an 
ex officio license. 


Failing amicable agreement, the amount of the royalties 
Shall be laid down by the First instance Court. Proceedings 
at all levels of jurisdiction shall take place in court 
chambers.” 


Article L. 613-20 : 


“The State may, at any time, expropriate by decree in whole 
or in part for the requirements of national defense the 
inventions that are the subject of patent applications or 
patents.” 


Analysis of Articles L.613-16 to L.613-19 of French Patent 
Law 


(a) Both Articles L.613-16 and L.613-18 provide for 
ex-officio licences, i.e. licences which can be issued by 
official action of the Minister for Industrial Property. 


(b) Article L.613-16 provides for such licences in respect 
only of medicines or processes and products necessary 
for medicine, and if such medicines being made 
available to public in insufficient quantity or quality or 
at abnormally high prices, and at the request for 
Minister for Health. 


(c) Article L.613-18 provides for such licences to undertake 
the working of such patents so as to satisfy the 
requirements of national economy. Such action is to be 
taken only if even after one year’s notice, the patentee 
has failed to work the patent in France at all or 
sufficiently, thereby seriously prejudicing economic 
development and public interest. The Council of State 
is to issue the decree. 
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(d) In both cases, ex-officio licences could be issued as from 
the date of publication of order or decree. 


(e) After such publication, in both cases any qualified 
person can apply and the Minister can issue the licence 
on terms to be fixed by the Minister about duration and 
scope. The royalties are to be fixed in _ separate 
proceedings by Court. 


The important points to be noted are:- 


(i) The ex-officio licence procedure neither requires the 
intending licence or the Minister to first approach the 
patentee for grant of licence, nor the condition of 
refusal of licence by patentee. 


(ii) The patentee has no role in grant or refusal of licence 
or settling the terms. — If patentee does not agree on 
royalty terms, the Court to decide. 


(iii) No guidelines prescribed for fixing royalty and Court is 
left free to decide. Criteria of “adequate remuneration 
taking into account the economic value” as per Article 
31(h) not applied. 


(iv) The applicant for licence is not required to prove the 
justification (e.g. public interest — exorbitant prices — 
non-availability etc.) for obtaining the licence. 


(v) ‘There is no requirement for consideration of merits of 
individual cases or of termination of the licence with the 
purpose. 


(vi) There is also a requirement about domestic market 
restriction or non-assignable or non-exclusive. 


(vii) No provision for judicial review. 


Thus, none of the requirements of Article 31 are complied 
with in respect of ex-officio licences as per Articles L.613-16 
to L.613-19. 
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GERMANY - PATENT ACT 
(Updated upto February 1996) 


Section 13 : 
“(1) A patent shall have no effect where the Federal 


(2) 


(3) 


Government orders that the invention be exploited in 
the interest of public welfare. Nor shall the effect of a 
patent extend to any exploitation of the invention 
which is ordered in the interests of the security of the 
Federal Republic by the appropriate supreme federal 
authority or, on the latter’s instructions, by a 
subordinate agency.” 


Appeals from orders under subsection (1) shall be heard 
by the Federal Administrative Court where such orders 
have been made by the Federal Government or the 
appropriate supreme federal authority. 


In the cases mentioned in subsection (1), the patentee 
shall have a claim against the Federal Republic for 
reasonable compensation. In the event of dispute as to 
its amount, legal action may be brought before the 
ordinary civil courts. Any order by the Federal 
Government under the first sentence of subsection (1) 
shall be communicated to the person recorded as 
patentee in the Register (Section 30(1)) before the 
invention is exploited. If the supreme federal authority 
by which an order or an instruction under the second 
sentence of subsection (1) is issued learns that a claim 
for compensation has arisen under the first, it shall give 
notice thereof to the person recorded in the Register as 
patentee.” 
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INDIAN PATENT ACT, 1970 


Section 90: 

“When reasonable requirements of the public deemed not satisfied.— 
For the purposes of Sections 84, 86 and 89, the reasonable 
requirements of the public shall be deemed not to have been 
satisfied— 


(a) 


(b) 


if, by reason of the default of the patentee to 
manufacture in India to an adequate extent and supply 
on reasonable terms the patented article or a part of the 
patented article which is necessary for its efficient 
working or if, by reason of the refusal of the patentee to 
grant a licence or licences on reasonable terms,— 


(i) an existing trade or industry or the development 
thereof or the establishment of any new trade 
or industry in India or the trade or industry of 
any person or classes of persons trading or 
manufacturing in India is prejudiced; or 


(11) the demand for the patented article is not being 
met to an adequate extent or on reasonable terms 
from manufacture in India; or 


(111) a market for the export of the patented article 
manufactured in India is not being supplied or 
developed; or 


(iv) the establishment or development of commercial 
activities in India is prejudiced; or 


if, by reason of conditions imposed by the patentee 
(whether before or after the commencement of this Act) 
upon the grant of licences under the patent, or upon 
the purchase, hire or use of the patented article or 
process, the manufacture, use or sale of materials not 
protected by the patent, or the establishment or 
development of any trade or industry in India, is 
prejudiced; or 


(c) 


(d) 


(e) 
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if the patented invention is not being worked in India 
on a commercial scale to an adequate extent or is not 
being so worked to the fullest extent that is reasonably 
practicable; or 


if the demand for the patented article in India is being 
met to a substantial extent by importation from abroad 


(i) the patentee or persons claiming under him; or 


(ii) persons directly or indirectly purchasing from him; 
or 


(ii) other persons against whom the patentee is 
not taking or has not taken proceedings for 
infringement; or 


if the working of the patented invention in India on a 
commercial scale is being prevented or hindered by the 
importation from abroad of the patented article by the 
patentee or the other persons referred to in the 
preceding clause. 
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ISRAEL PATENT LAW 
(Updated upto October 1998) 


Article 104 : Right of State to exploit invention. 


“The Minister may permit the exploitation of an invention 
by Government departments or by an enterprise or agency 
of the State, whether a patent for it has or has not already 
been granted or has or has not already been applied for, if 
he finds that that is necessary in the interests of the National 
security or of the maintenance of essential supplies and 
Services. 


Article 105 : Right of State to permit exploitation of 
invention. 


“The Minister may, if he finds that that is necessary for the 
purposes enumerated in section 104, grant a permit under 
that section to a person who operates under contract with 
the State, in order to ensure or facilitate the implementation 
of that contract and for the requirements of the State only.” 


Article 106 : Notice of Grant of exploitation permit. 


“When a permit has been granted under this Article, the 
Minister shall notify the owner of the invention or the patent 
holder and the holder of the exclusive license that the 
permit was granted and the scope of the permitted use, 
unless National security requires otherwise.” 


Article 119 : Abuse of monopoly defined 


“The exercise of a monopoly conferred by a patent shall be 
deemed abusive, if one of the following circumstances exists 
in respect of the invention, the product or the process which 
is the subject of the patent, and if the patent holder did not 
provide a reasonable justification for its existence: 


(1) all the demand for the product is not satisfied in Israel 
on reasonable terms; 


(2) 


(3) 


(4) 


(5) 
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the conditions attached by the patent holder to the 
supply of the product or to the grant of a license for 
its production or use are not fair under the 
circumstances of the case, do not take account of the 
public interest and arise essentially out of the existence 
of the patent; 


exploitation of the invention by way of production in 
Israel is impossible or restricted by the importation of 
the product; 


the product is not produced in Israel and the patent 
holder refuses to grant to a local producer a license for 
its production or use on reasonable terms, neither for 
the requirements of the local market nor for export 


purposes; 


the patent holder refuses to grant a license for the 
production of the product or for the use of the process 
in Israel on reasonable terms and because. of that 
refusal — 


(a) the export of a product from Israel is prevented or 
adversely affected; or 


(b) the launching or development in Israel of a 
commercial or industrial activity is prevented. 
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U.K. PATENT ACT 1977 - SECTIONS 46 TO 59 
(Before 1999 Amendments) 


Section 46 : 


“Patentee’s application for entry in register that licences are 
avaulable as of right. 


(1) At any time after the grant of a patent its proprietor 
may apply to the comptroller for an entry to be made in 
the register to the effect that licences under the patent 
are to be available as of right. 


(2) Where such an application is made, the comptroller 
shall give notice of the application to any person 
registered as having a right in or under the patent and, 
if satisfied that the proprietor of the patent is not 
precluded by contract from granting licences under the 
patent, shall make that entry. 


(3) Where such an entry is made in respect of a 
patent— 


(a) any person shall, at any time after the entry is 
made, be entitled as of right to a licence under the 
patent on such terms as may be settled by 
agreement or, in default of agreement, by the 
comptroller on the application of the proprietor of 
the patent or the person requiring the licence; 


(b) the comptroller may, on the application of the 
holder of any licence granted under the patent 
before the entry was made, order the licence to be 
exchanged for a licence of right on terms so settled; 


(c) if in proceedings for infringement of the patent 
(otherwise than by the importation of any article 
from a country which is not a member State of 
the European Economic Community) — the 
defendant or defender undertakes to take a 
licence on such terms, no injunction or interdict 
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shall be granted against him and the amount (if 
any) recoverable against him by way of damages 
shall not exceed double the amount which would 
have been payable to him as licensee if such a 
licence on those terms had been granted before 
the earliest infringement. 


(d) The renewal fee payable in respect of the patent 
after the date of the entry shall be half the fee which 
would be payable if the entry had not been made. 


(3A) An undertaking under subsection (3)(c) above may be 


(4) 


(5) 


given at any time before final order in the proceedings, 
without any admission of liability. 


The licensee under a licence of right may (unless, in the 
case of a licence the terms of which are settled by 
agreement, the licence otherwise expressly provides) 
request the proprietor of the patent to take proceedings 
to prevent any infringement of the patent; and if the 
proprietor refuses or neglects to do so within two 
months after being so requested, the licensee may 
institute proceedings for the infringement in his own 
name as if he were proprietor, making the proprietor a 
defendant or defender. 


A proprietor so added as defendant or defender shall 
not be liable for any costs or expenses unless he 
enters an appearance and takes part in_ the 
proceedings.” 


Section 47 : 
“Cancellation of entry made under section 46.— 


(1) 


(2) 


At any time after an entry has been made under section 
46 above in respect of a patent, the proprietor of the 
patent may apply to the comptroller for cancellation of 
the entry. 


Where such an application is made and the balance 
paid of all renewal fees which would have been payable 
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if the entry had not been made, the comptroller may 
cancel the entry, if satisfied that there is no existing 
licence under the patent or that all licensees under the 
patent consent to the application. 


Within the prescribed period after an entry has been 
made under section 46 above in respect of a patent, any 
person who claims that the proprietor of the patent is, 
and was at the time of the entry, precluded by a 
contract in which the claimant is interested from 
granting licences under the patent may apply to the 
comptroller for cancellation of the entry. 


Where the comptroller is satisfied, on an application 
under sub-section (3) above, that the proprietor of the 
patent is and was so precluded, he shall cancel the 
entry; and the proprietor shall then be liable to pay, 
within a period specified by the comptroller, a sum 
equal to the balance of all renewal fees which would 
have been payable if the entry had not been made, and 
the patent shall cease to have effect at the expiration of 
that period if that sum is not so paid. 


Where an entry is cancelled under this section, the rights 
and liabilities of the proprietor of the patent shall 
afterwards be the same as if the entry had not been made. 


Where an application has been made under this section, 
then— 


(a) in the case of an application under subsection (1) 
above, any person, and 


(b) in the case of an application under subsection (3) 
above, the proprietor of the patent, 


may within the prescribed period give notice to the 
comptroller of opposition to the cancellation; and the 
comptroller shall, in considering the application, determine 
whether the opposition is justified. 
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Section 48 : 


“Compulsory licences.— 


(1) At any time after the expiration of three years, or of 


(2) 


(3) 


such other period as may be prescribed, from the date 
of the grant of a patent, any person may apply to the 
comptroller on one or more of the grounds specified in 
subsection (3) below— 


(a) for a licence under the patent, 


(b) for an entry to be made in the register to the effect 
that licences under the patent are to be available as 
of right, or 


(c) where the applicant is a Government department, 
for the grant to any person specified in the 
application of a licence under the patent. 


A rule prescribing any such other period under 
subsection (1) above shall not be made unless a draft of 
the rule has been laid before, and approved by 
resolution of, each House of Parliament. 


The grounds are: 


(a) where the patented invention is capable of 
being commercially worked in the United 
Kingdom, that it is not being so worked or is not 
being so worked to the fullest extent that is 
reasonably practicable; 


(b) where the patented invention is a_ product, 
that a demand for the product in the United 
Kingdom— 


(i) is not being met on reasonable terms, or 


(ii) is being met to a substantial extent by 
importation; 


(c) where the patented invention is capable of being 
commercially worked in the United Kingdom, that 


292 


(d) 
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it is being prevented or hindered from being so 
worked— 


(i) where the invention is a product, by the 
importation of the product, 


(ii) where the invention is a process, by the 
importation of a product obtained directly by 
means of the process or to which the process 
has been applied; 


that by reason of the refusal of the proprietor of 
the patent to grant a licence or licences on 
reasonable terms— 


(i) a market for the export of any patented 
product made in the United Kingdom is not 
being supplied, or 


(ii) the working or efficient working in the United 
Kingdom of any other patented invention 
which makes a substantial contribution to the 
art is prevented or hindered, or 


(iii) the establishment or development of 
commercial or industrial activities in the 
United Kingdom is unfairly prejudiced; 


that by reason of conditions imposed by the 
proprietor of the patent on the grant of licences 
under the patent or on the disposal or use of the 
patented product or on the use of the patented 
process, the manufacture, use or disposal of 
materials not protected by the patent, or the 
establishment or development of commercial or 
industrial activities in the United Kingdom, is 
unfairly prejudiced. 


(4) Subject to the provisions of subsections (5) to (7) 
below, if he is satisfied that any of those grounds are 
established, the comptroller may— 


(5) 


(6) 


(7) 


APPENDIX - II 293 


(a) where the application is under subsection (1)(a) 
above, order the grant of a licence to the applicant 
on such terms as the comptroller thinks fit; 


(b) where the application is under subsection (1)(b) 
above, make such an entry as is there mentioned; 


(c) where the application is under subsection (1)(c) 
above, order the grant of a licence to the person 
specified in the application on such terms as the 
comptroller thinks fit. 


Where the application is made on the ground that the 
patented invention is not being commercially worked in 
the United Kingdom or is not being so worked to the 
fullest extent that is reasonably practicable, and it 
appears to the comptroller that the time which has 
elapsed. since the publication in the journal of a notice 
of the grant of the patent has for any reason been 
insufficient to enable the invention to be so worked, he 
may by order adjourn the application for such period as 
will in his opinion give sufficient time for the invention 
to be so worked. 


No entry shall be made in the register under this 
section on the ground mentioned in subsection (3)(d)(I) 
above, and any licence granted under this section on 
that ground shall contain such provisions as appear to 
the comptroller to be expedient for restricting the 
countries in which any product concerned may be 
disposed of or used by the licensee. 


No order or entry shall be made under this section in 
respect of a patent (the patent concerned) on the 
ground mentioned in subsection (3)(d)(ii) above unless 
the comptroller is satisfied that the proprietor of the 
patent for the other invention is able and willing to 
grant to the proprietor of the patent concerned and his 
licensees a licence under the patent for the other 
invention on reasonable terms. 
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(8) An application may be made under this section in 


respect of a patent notwithstanding that the applicant is 
already the holder of a licence under the patent; and no 
person shall be estopped or barred from alleging any of 
the matters specified in subsection (3) above by reason 
of any admission made by him, whether in such a 
licence or otherwise, or by reason of his having accepted 
such a licence.” 


Section 49 : 
“Provisions about licences under section 48.— 


(1) 


(2) 


[(3) 
(4) 


Where the comptroller is satisfied, on an application 
made under section 48 above in respect of a patent, that 
the manufacture, use or disposal of materials not 
protected by the patent is unfairly prejudiced by reason 
of conditions imposed by the proprietor of the patent 
on the grant of licences under the patent, or on the 
disposal or use of the patented product or the use of the 
patented process, he may (subject to the provisions of 
that section) order the grant of licences under the 
patent to such customers of the applicant as he thinks 
fit as well as to the applicant. 


Where an application under section 48 above is made in 
respect of a patent by a person who holds a licence 
under the patent, the comptroller— 


(a) may, if he orders the grant of a licence to the 
applicant, order the existing licence to be 
cancelled, or 


(b) may, instead of ordering the grant of a licence to 
the applicant, order the existing licence to be 
amended. 


Repealed] 


Section 46(4) and (5) above shall apply to a licence 
granted in pursuance of an order under section 48 
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above and to a licence granted by virtue of an entry 
under that section as it applies to a licence granted by 
virtue of an entry under section 46 above.” 


Section 50: 


“Exercise of powers on applications under section 48.— 


(1) The powers of the comptroller on an application under 
section 48 above in respect of a patent shall be 
exercised with a view to securing the following general 
purposes: 


(2) 


(a) 


(b) 


(c) 


that inventions which can be worked on a 
commercial scale in the United Kingdom and 
which should in the public interest be so worked 
shall be worked there without undue delay and 
to the fullest extent that is reasonably 
practicable; 


that the inventor or other person beneficially 
entitled to a patent shall receive reasonable 
remuneration having regard to the nature of the 
invention; 


that the interests of any person for the time being 
working or developing an invention in the United 
Kingdom under the protection of a patent shall 
not be unfairly prejudiced. 


Subject to sub-section (1) above, the comptroller shall, 
in determining whether to make an order or entry in 
pursuance of such an application, take account of the 
following matters, that is to say— 


(a) 


the nature of the invention, the time which has 
elapsed since the publication in the journal of a 
notice of the grant of the patent and the 
measures already taken by the proprietor of the 
patent or any licensee to make full use of the 
invention; 
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the ability of any person to whom a licence would 
be granted under the order concerned to work the 
invention to the public advantage; and 


the risks to be undertaken by that person in 
providing capital and working the invention if the 
application for an order is granted, 


but shall not be required to take account of matters 
subsequent to the making of the application.” 


Section 51 : 

“Powers exercisable in consequence of report of Monopolies and 

Mergers Commission.— 

(1) Where a report of the Monopolies and Mergers 
Commission has been laid before Parliament containing 
conclusions to the effect— 


(a) 


(b) 


(c) 


(d) 


on a monopoly reference, that a monopoly 
situation exists and facts found by the Commission 
operate or may be expected to operate against the 
public interest, 


on a merger reference, that a merger situation 
qualifying for investigation has been created and 
the creation of the situation, or particular elements 
in or consequences of it specified in the report, 
operate or may be expected to operate against the 
public interest, 


on a competition reference, that a person was 
engaged in an anti-competitive practice which 
operated or may be expected to operate against 
the public interest, or 


on a_ reference under section 11 of the 
Competition Act 1980 (reference of public bodies 
and certain other persons), that a person is 
pursuing a course of conduct which operates 
against the public interest, 


(2) 


(3) 


(4) 
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the appropriate Minister or Ministers may apply to the 
comptroller to take action under this section. 


Before making an application the appropriate Minister 
or Ministers shall publish, in such manner as he or 
they think appropriate, a notice describing the nature 
of the proposed application and shall consider any 
representations which may be made within 30 days of 
such publication by persons whose interest appear to 
him or them to be affected. 


If on an application under this section it appears to 
the comptroller that the matters specified in the 
Commission’s report as being those which in_ the 
Commission’s opinion operate, or operated or may be 
expected to operate, against the public interest 
include— 


(a) conditions in licences granted under a patent by its 
proprietor restricting the use of the invention by 
the licensee or the right of the proprietor to grant 
other licences, or 


(b) a refusal by the proprietor of a patent to grant 
licences on reasonable terms. 


he may by order cancel or modify any such condition or 
may, instead or in addition, make an entry in the 
register to the effect that licences under the patent are 
to be available as of right. 


In this section “the appropriate Minister or Ministers” 
means the Minister or Ministers to whom the report of 
the Commission was made.” 


Section 52 : 
“Opposition, appeal and arbitration.— 


(1) 


The proprietor of the patent concerned or any other 
person wishing to oppose an application under sections 
48 to 51 above may, in accordance with rules, give to 
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the comptroller notice of opposition; and _ the 
comptroller shall consider the opposition in deciding 
whether to grant the application. 


Where an appeal is brought from an order made by the 
comptroller in pursuance of an application under 
section 48 to 51 above or from a decision of his to make 
an entry in the register in pursuance of such an 
application or from a refusal of his to make such an 
order or entry, the Attorney General [Attorney General 
for the Isle of Man], Lord Advocate or Attorney General 
for Northern Ireland, or such other counsel as any of 
them may appoint, shall be entitled to appear and be 
heard. 


Where an application under sections 48 to 51 above is 
opposed under subsection (1) above, and either— 


(a) the parties consent, or 


(b) the proceedings require a prolonged examination 
of documents or any scientific or local investigation 
which cannot in the opinion of the comptroller 
conveniently be made before him, 


the comptroller may at any time order the whole 
proceedings, or any question or issue of fact arising in 
them, to be referred to an arbitrator or arbiter agreed 
on by the parties or, in default of agreement, appointed 
by the comptroller. 


Where the whole proceedings are so referred, section 
21 of the Arbitration Act 1950 or, as the case may be, 
section 22 of the Arbitration Act (Northern Ireland) 
1937 (statement of cases by arbitrators) shall not apply 
to the arbitration; but unless the parties otherwise agree 
before the award of the arbitrator or arbiter is made 
appeal shall lie from the award to the court. 
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(5) Where a question or issue or fact is so referred, the 


arbitrator or arbiter shall report his findings to the 
comptroller.” 


Section 53 : 


“Compulsory licences; supplementary provisions.— 


(1) 


(2) 


(3) 


(4) 


(5) 


Without prejudice to section 86 below (by virtue of 
which the Community Patent Convention has effect in 
the United Kingdom), sections 48 to 51 above shall 
have effect subject to any provision of that convention 
relating to the grant of compulsory licences for lack or 
insufficiency of exploitation as that provision applies by 
virtue of that section. 


In any proceedings on an application made under 
section 48 above in respect of a patent, any statement 
with respect to any activity in relation to the patented 
invention, or with respect to the grant or refusal of 
licences under the patent, contained in a report on the 
Monopolies and Mergers Commission laid before 
Parliament under Part VII of the Fair Trading Act 
1973 or section 17 of the Competition Act 1980 shall 
be prima facie evidence of the matters stated, and in 
Scotland shall be sufficient evidence of those matters. 


The comptroller may make an entry in the register 
under sections 48 to 51 above notwithstanding any 
contract which would have precluded the entry on the 
application of the proprietor of the patent under 
section 46 above. 


An entry made in the register under sections 48 to 51 
above shall for all purposes have the same effect as an 
entry made under section 46 above. 


No order or entry shall be made in pursuance of 
an application under sections 48 to 51 above which 
would be at variance with any treaty or international 
convention to which the United Kingdom is a party.” 
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Section 54 : 

“Special provisions where patented invention ts bemg worked 

abroad.— 

(1) Her Majesty may by Order in Council provide that the 
comptroller may not (otherwise than for purposes of the 
public interest) make an order or entry in respect of a 
patent in pursuance of an application under sections 48 
to 51 above if the invention concerned is_ being 
commercially worked in any relevant country specified 
in the Order and demand in the United Kingdom for 
any patented product resulting from that working is 
being met by importation from that country. 


(2) In subsection (1) above “relevant country” means a 
country other than a member state whose law in the 
opinion of Her Majesty in Council incorporates or will 
incorporate provisions treating the working of an 
invention in, and importation from, the United 
Kingdom in a similar way to that in which the Order in 
Council would (if made) treat the working of an 
invention in, and importation from, that country.” 


Section 55 :. 
“Use of patented inventions for services of the Crown.— 


(1) Notwithstanding anything in this Act, any government 
department and any person authorised in writing by a 
government department may, for the services of the 
Crown and in accordance with this section, do any of 
the following acts in the United Kingdom in relation to 
a patented invention without the consent of the 
proprietor of the patent, that is to say: 


(a) where the invention is a product, may — 


(1) make, use, import or keep the product, or sell 
or offer to sell it where to do so would be 
incidental or ancillary to making, using, 
importing or keeping it; or 


(2) 


(3) 
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(ul) im any event, sell or offer to sell it for 
foreign defence purposes or for the 
production or supply of specified drugs and 
medicines, or dispose or offer to dispose of 
it (otherwise than by selling it) for any 
purpose whatever; 


(b) where the invention is a process, may use it or do 
in relation to any product obtained directly by 
means of the process anything mentioned in 


paragraph (a) above; 


(c) without prejudice to the foregoing, where the 
invention or any product obtained directly by means 
of the invention is a specified drug or medicine, may 
sell or offer to sell the drug or medicine; 


(d) may supply or offer to supply to any person any of 
the means, relating to an essential element of the 
invention, for putting the invention into effect; 


(e) may dispose or offer to dispose of anything which 
was made,used, imported or kept in the exercise 
of the powers conferred by this section and which 
is no longer required for the purpose for which it 
was made, used, imported or kept (as the case 
may be), 


and anything done by virtue of this subsection shall 
not amount to an infringement of the patent 
concerned. 


Any act done in relation to an invention by virtue of this 
section is in the following provisions of this section 
referred to as use of the invention; and “use”, in 
relation to an invention, in sections 56 to 58 below shall 
be construed according. 


So far as the invention has before its priority date been 
duly recorded by or tried by or on behalf of a government 
department or the United Kingdom Atomic Energy 
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Authority otherwise than in consequence of a relevant 
communication made in confidence, any use of the 
invention by virtue of this section may be made free of 
any royalty or other payment to the proprietor. 


So far as the invention has not been so recorded or 
tried, any use of it made by virtue of this section at any 
time either— 


(a) after the publication of the application for the 
patent for the invention; or 


(b) without prejudice to paragraph (a) above, in 
consequence of a relevant communication made 
after the priority date of the invention otherwise 
than in confidence; 


shall be made on such terms as may be agreed either 
before or after the use by the government department 
and the proprietor of the patent with the approval of the 
Treasury or as may in default of agreement be determin- 
ed by the court on a reference under section 58 below. 


Where an invention is used by virtue of this section at any 
time after publication of an application for a patent for 
the invention but before such a patent is granted, and the 
terms for its use agreed or determined as mentioned in 
subsection (4) above include terms as to payment for the 
use, then (notwithstanding anything in those terms) any 
such payment shall be recoverable only— 


(a) after such a patent is granted; and 


(b) if (apart from this section) the use would, if the 
patent had been granted on the date of the 
publication of the application, have infringed not 
only the patent but also the claims (as interpreted 
by the description and any drawings referred to in 
the description or claims) in the form in which they 
were contained in the application immediately 
before the preparations for its publication were 
completed by the Patent Office. 
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(6) The authority of a government department in respect 


(7) 


(8) 


(9) 


of an invention may be given under this section either 
before or after the patent is granted and either before 
or after the use in respect of which the authority is 
given is made, and may be given to any person whether 
or not he is authorised directly or indirectly by the 
proprietor of the patent to do anything in relation to 
the invention. 


Where any use of an invention is made by or with the 
authority of a government department under this 
section, then, unless it appears to the department that it 
would be contrary to the public interest to do so, the 
department shall notify the proprietor of the patent as 
soon as practicable after the second of the following 
events, that is to say, the use is begun and the patent is 
granted, and furnish him with such information as to 
the extent of the use as he may from time to time 
require. 


A person acquiring anything disposed of in the exercise 
of powers conferred by this section, and any person 
claiming through him, may deal with it in the same 
manner as if the patent were held on behalf of the Crown. 


In this section “relevant communication”, in relation to 
an invention, means a communication of the invention 
directly or indirectly by the proprietor of the patent or 
any person from whom he derives title. 


(10) Subsection (4) above is without prejudice to any rule of 


law relating to the confidentiality of information. 


(11) In the application of this section to Northern Ireland, 


the reference in subsection (4) above to the Treasury 
shall, where the government department referred to in 
that subsection is a department of the Government of 
Northern Ireland, be construed as a reference to the 
Department of Finance for Northern Ireland.” 
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Section 56 : 
“Interpretation, etc., of provisions about Crown use.— 


(1) Any reference in section 55 above to a patented 
invention, in relation to any time, is a reference to an 
invention for which a patent has before that time been, 
or is subsequently, granted. 


(2) In this Act, except so far as the context otherwise 
requires, “the services of the Crown” includes— 


(a) the supply of anything for foreign defence 
purposes; 


(b) the production or supply of specified drugs and 
medicines; and 


(c) such purposes relating to the production or use of 
atomic energy or research into matters connected 
therewith as the Secretary of State thinks necessary 
or expedient; 


and “use for the services of the Crown” shall be 
construed accordingly. 


(3) In section 55(1)(a) above and subsection (2)(a) above, 
references to a sale or supply of anything for foreign 
defence purposes are references to a sale or supply of 
the thing— 


(a) to the government of any country outside the 
United Kingdom, in pursuance of an agreement 
or arrangement between Her Majesty's 
Government in the United Kingdom and _ the 
government of that country, where the thing is 
required for the defence of that country or of 
any other country whose government is party to 
any agreement or arrangement with Her 
Majesty’s Government in respect of defence 
matters; or 


(b) 
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to the United Nations, or to the government of any 
country belonging to that organisation, in 
pursuance of an agreement or arrangement 
between Her Majesty’s Government and _ that 
organisation or government, where the thing is 
required for any armed forces operating in 
pursuance of a resolution of that organisation or 
any organ of that organisation. 


(4) For the purposes of section 55(1)(a) and (c) above and 
subsection (2)(b) above, specified drugs and medicines 
are drugs and medicines which are both— 


(a) 


(b) 


required for the provision of pharmaceutical 
services, general medical services or general dental 
services, that is to say, services of those respective 
kinds under Part II of the National Health Service 
Act 1977, Part IV of the National Health Service 
(Scotland) Act 1947 or the corresponding 
provisions of the law in force in Northern Ireland 
or the Isle of Man, and 


specified for the purposes of this subsection in 
regulations made by the Secretary of State.” 


Section 57 : 
“Rights of third parties in respect of Crown use.— 
(1) In relation to— 


(a) 


(b) 


any use made for the services of the Crown of an 
invention by a government department, or a 
person authorised by a government department, 
by virtue of section 55 above, or 


anything done for the services of the Crown to the 
order of a government department by the 
proprietor of a patent in respect of a patented 
invention or by the proprietor of an application in 
respect of an invention for which an application for 
a patent has been filed and is still pending, 
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the provisions of any licence, assignment, assignation or 
agreement to which this subsection applies shall be of 
no effect so far as those provisions restrict or regulate 
the working of the invention, or the use of any model, 
document or information relating to it, or provide for 
the making of payments in respect of, or calculated by 
reference to, such working or use; and the reproduction 
or publication of any model or document in connection 
with the said working or use shall not be deemed to be 
an infringement of any copyright or design right 
subsisting in the model or document. 


Subsection (1) above applies to a licence, assignment, 
assignation or agreement which is made, whether 
before or after the appointed day, between (on the one 
hand) any person who is a proprietor of or an applicant 
for the patent, or anyone who derives title from any 
such person or from whom such person derives title, 
and (on the other hand) any person whatever other 
than a government department. 


Where an exclusive licence granted otherwise than for 
royalties or other benefits determined by reference to 
the working of the invention is in force under the 
patent or application concerned, then— 


(a) in relation to anything done in respect of the 
invention which, but for the provisions of this 
section and section 55 above, would constitute an 
infringement of the rights of the licensee, subsection 
(4) of that section shall have effect as if for the 
reference to the proprietor of the patent there were 
substituted a reference to the licensee; and 


(b) in relation to anything done in respect of the 
invention by the licensee by virtue of an authority 
given under that section, that section shall have 
effect as if the said subsection (4) were omitted. 
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(4) Subject to the provisions of subsection (3) above, where 


(5) 


(6) 


the patent, or the right to the grant of the patent, has 
been assigned to the proprietor of the patent or 
application in consideration of royalties or other 
benefits determined by reference to the working of the 
invention, then— 


(a) in relation to any use of the invention by virtue of 
section 55 above, subsection (4) of that section shall 
have effect as if the reference to the proprietor of 
the patent included a reference to the assignor, 
and any sum payable by virtue of that subsection 
shall be divided between the proprietor of the 
patent or application and the assignor in such 
proportion as may be agreed on by them or as may 
in default of agreement be determined by the 
court on a reference under section 58 below; and 


(b) in relation to any act done in respect of the 
invention for the services of the Crown by the 
proprietor of the patent or application to the order 
of a government department, section 55(4) above 
shall have effect as if that act were use made by 
virtue of an authority given under that section. 


Where section 55(4) above applies to any use of an 
invention and a person holds an exclusive licence under 
the patent or application concerned (other than such a 
licence as is mentioned in subsection (3) above) 
authorising him to work the invention, then sub- 


sections (7) and (8) below shall apply. 


In those subsections “the section 55(4)” payment means 
such payment (if any) as the proprietor of the patent or 
application and the department agree under section 55 
above, or the court determines under section 58 below, 
should be made by the department to the proprietor in 
respect of the use of the invention. 
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The licensee shall be entitled to recover from the 
proprietor of the patent or application such part (if 
any) of the section 55(4) payment as may be agreed on 
by them or as may in default of agreement be 
determined by the court under section 58 below to be 
just having regard to any expenditure incurred by the 
licensee— 


(a) in developing the invention, or 


(b) in making payments to the proprietor in 
consideration of the licence, other than royalties or 
other payments determined by reference to the use 
of the invention. 


Any agreement by the proprietor of the patent or 
application and the department under section 55(4) 
above as to the amount of the section 55(4) payment 
shall be of no effect unless the licensee consents to the 
agreement; and any determination by the court under 
section 55(4) above as to the amount of that payment 
shall be of no effect unless the licensee has been 
informed of the reference to the court and is given an 
opportunity to be heard. 


Where any models, documents or information relating 
to an invention are used in connection with any use of 
the invention which falls within subsection (1)(a) above, 
or with anything done in respect of the invention which 
falls within subsection (1)(b) above, subsection (4) of 
section 55 above shall (whether or not it applies to any 
such use of the invention) apply to the use of the 
models, documents or information as if for the 
reference in it to the proprietor of the patent there 
were substituted a reference to the person entitled to 
the benefit of any provision of any agreement which is 
rendered inoperative by the section in relation to that 
use; and in section 58 below the references to terms for 
the use of an invention shall be construed accordingly. 
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(10) Nothing in this section shall be construed as authorising 


the disclosure to a government department or any other 
person of any model, document or information to the 
use of which this section applies in contravention of any 
such licence, assignment, assignation or agreement as 1s 
mentioned in this section.” 


Section 57A : 
“Compensation for loss of profit.— 


(1) 


(2) 


(3) 


(4) 


Where use is made of an invention for the services of 
the Crown, the government department concerned 
shall pay— 


(a) to the proprietor of the patent, or 


(b) if there is an exclusive licence in force in respect of 
the patent, to the exclusive licensee, 


compensation for any loss resulting from his not being 
awarded a contract to supply the patented product or, 
as the case may be, to perform the patented process or 
supply a thing made by means of the patented 
process. 


Compensation is payable only to the extent that such a 
contract could have been fulfilled from his existing 
manufacturing or other capacity; but is payable not- 
withstanding the existence of circumstances rendering 
him ineligible for the award of such a contract. 


In determining the loss, regard shall be had to the 
profit which would have been made on such a contract 
and to the extent to which any manufacturing or other 
Capacity was under-used. 


No compensation is payable in respect of any failure to 
secure contracts to supply the patented product 
or, as the case may be, to perform the patented process 
or supply a thing made by means of the patented 
process, otherwise than for the services of the Crown. 
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(5) The amount payable shall, if not agreed between the 


(6) 


(7) 


proprietor or licensee and the government department 
concerned with the approval of the Treasury, be 
determined by the court on a reference under section 
58, and is in addition to any amount payable under 
section 55 or 57. 


In this section “the government department concerned,” 
in relation to any use of an invention for the services of 
the Crown, means the government department by whom 
or on whose authority the use was made. 


In the application of this section to Northern Ireland, 
the reference in subsection (5) above to the Treasury 
shall, where the government department concerned is a 
department of the Government of Northern Ireland, be 
construed as a reference to the Department of Finance 
and Personnel.” 


Section 58 : 
“References of disputes as to Crown use.— 


(1) 


Any dispute as to— 


(a) the exercise by a government department, or a 
person authorised by a government department, of 
the powers conferred by section 55 above, 


(b) terms for the use of an invention for the services of 
the Crown under that section, 


(c) the right of any person to receive any part of a 
payment made in pursuance of sub-section (4) of 
that section, or 


(d) the right of any person to receive a payment under 
section 57A, 


may be referred to the court by either party to the 
dispute after a patent has been granted for the 
invention. 


(2) 


(3) 


(4) 


(5) 
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If in such proceedings any question arises whether an 
invention has been recorded or tried as mentioned in 
section 55 above, and the disclosure of any document 
recording the invention, or of any evidence of the trial 
thereof, would in the opinion of the department be 
prejudicial to the public interest, the disclosure may be 
made confidentially to counsel for the other party or to 
an independent expert mutually agreed upon. 


In determining under this section any dispute between 
a government department and any person as to the 
terms for the use of an invention for the services of the 
Crown, the court shall have regard— 


(a) to any benefit or compensation which that person 
or any person from whom he derives title may have 
received or may be entitled to receive directly or 
indirectly from any government department in 
respect of the invention in question. 


(b) To whether that person or any person from 
whom he derives title has in the court’s opinion 
without reasonable cause failed to comply with a 
request of the department to use the invention for 
the services of the Crown on reasonable terms. 


In determining whether or not to grant any relief under 
subsection (1)(a), (b) or (c) above and the nature and 
extent of the relief granted the court shall, subject to 
the following provisions of this section, apply the 
principles applied by the court immediately before the 
appointed day to the granting of relief under section 48 
of the 1949 Act. 


On a reference under this section the court may refuse to 
grant relief by way of compensation in respect of the use 
of an invention for the services of the Crown during any 
further period specified under section 25(4) above, but 
before the payment of the renewal fee and any additional 
fee prescribed for the purposes of that section. 
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Where an amendment of the specification of a patent 
has been allowed under any of the provisions of this 
Act, the court shall not grant relief by way of 
compensation under this section in respect of any 
such use before the decision to allow the amendment 
unless the court is satisfied that the specification of 
the patent as published was framed in good faith and 
with reasonable skill and knowledge. 


If the validity of a patent is put in issue in proceedings 
under this section and it is found that the patent is only 
partially valid, the court may, subject to subsection (8) 
below, grant relief to the proprietor of the patent in 
respect of that part of the patent which is found to be 
valid and to have been used for the services of the Crown. 


Where in any such proceedings it is found that a patent 
is only partially valid, the court shall not grant relief by 
way of compensation, costs or expenses except where the 
proprietor of the patent proves that the specification of 
the patent was framed in good faith and with reasonable 
skill and knowledge and in that event the court may grant 
relief in respect of that part of the patent which is valid 
and has been so used, subject to discretion of the court as 
to costs and expenses and as to the date from which 
compensation should be awarded. 


As a condition of any such relief the court may direct 
that the specification of the patent shall be amended 
to its satisfaction upon an application made for the 
purpose under section 75 below, and an application may 
be so made accordingly, whether or not all other issues 
in the proceedings have been determined. 


(10) In considering the amount of any compensation for the 


use of an invention for the services of the Crown after 
publication of an application for a patent for the 
invention and before such a patent is granted, the court 
shall consider whether or not it would have been 


(11) 


(12) 


APPENDIX - II 313 


reasonable to expect, from a consideration of the 
application as published under section 16 above, that a 
patent would be granted conferring on the proprietor of 
the patent protection for an act of the same description 
as that found to constitute that use, and if the court finds 
that it would not have been reasonable, it shall reduce the 
compensation to such amount as it think just. 


Where by virtue of a transaction, instrument or event 
to which section 33 above applies a person becomes 
the proprietor or one of the proprietors or an 
exclusive licensee of a patent (the new proprietor or 
licensee) and a government department or a person 
authorised by a government department subsequently 
makes use under section 55 above of the patented 
invention, the new proprietor or licensee shall not be 
entitled to any compensation under section 55(4) 
above (as it stands or as modified by section 57(3) 
above), or to any compensation under section 57A 
above, in respect of a subsequent use of the invention 
before the transaction, instrument or _ event is 
registered unless— 


(a) the transaction, instrument or event is registered 
within the period of six months beginning with its 
date; or 


(b) the court is satisfied that it was not practicable to 
register the transaction, instrument or event before 
the end of that period and that it was registered as 
soon as practicable thereafter. 


In any proceedings under this section the court may 
at any time order the whole proceedings or any 
question or issue of fact arising in them to be 
referred, on such terms as the court may direct, to a 
Circuit judge discharging the functions of an official 
referee or an arbitrator in England and Wales (the 
Isle of Man) or Northern Ireland, or to an arbiter in 
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Scotland; and references to the court in the foregoing 
provisions of this section shall be construed 


accordingly. 


One of two or more joint proprietors of a patent or 
application for a patent may without the concurrent of 
the others refer a dispute to the court under this 
section, but shall not do so unless the others are made 
parties to the proceedings; but any of the others made a 
defendant or defender shall not be liable for any costs 
or expenses unless he enters an appearance and takes 
part in the proceedings.” 


Section 59 : 
“Special provisions as to Crown use during emergency.— 


(1) 


During any period of emergency within the meaning of 
this section the powers exercisable in relation to an 
invention by a government department or a person 
authorised by a government department under section 
55 above shall include power to use the invention for 
any purpose which appears to the department necessary 
or expedient— 


(a) for the efficient prosecution of any war in which 
Her Majesty may be engaged; 


(b) for the maintenance of supplies and _ services 
essential to the life of the community; 


(c) for securing a sufficiency of supplies and services 
essential to the well-being of the community; 


(d) for promoting the productivity of industry, 
commerce and agriculture; 


(e) for fostering and directing exports and reducing 
imports, or imports of any classes, from all or 
any countries and for redressing the balance of 
trade; 


(2) 


(3) 


(4) 
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(f) generally for ensuring that the whole resources of 
the community are available for use, and are used, 
in a manner best calculated to serve the interests of 
the community; or 


(g) for assisting the relief of suffering and the 
restoration and distribution of essential supplies 
and services in any country or territory outside the 
United Kingdom which is in grave distress as the 
result of war; 


and any reference in this Act to the services of the 
Crown shall, as respects any period of emergency, 
include a reference to those purposes. 


In this section the use of an invention includes, in 
addition to any act constituting such use by virtue of 
section 55 above, any act which would, apart from that 
section and this section, amount to an infringement of 
the patent concerned or, as the case may be, give rise to a 
right under section 69 below to bring proceedings in 
respect of the application concerned, and any reference 
in this Act to “use for the services of the Crown” shall, as 
respects any period of emergency, be construed 
accordingly. 


In this section “period of emergency” means any 
period beginning with such date as may be declared by 
Order in Council to be the commencement, and ending 
with such date as may be so declared to be the 
termination, of a period of emergency for the purposes 
of this section. 


A draft of an Order under this section shall not be 
submitted to Her Majesty unless it has been laid before, 
and approved by resolution of, each House of 
Parliament.” 
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U.K. PATENT ACT 1977 
(After 1999 Amendments) 


Section 48A: 
“Compulsory licences: WTO proprietors 


(1) In the case of an application made under section 48 
above in respect of a patent whose proprietor is a WTO 
proprietor, the relevant grounds are- 


(a) where the patented invention is a product, that a 


(b) 


(Cc) 


demand in the United Kingdom for that product is 
not being met on reasonable terms; 


that by reason of the refusal of the proprietor of 
the patent concerned to grant a licence or licences 
on reasonable terms— 


(i) the exploitation in the United Kingdom of 
any other patented invention which involves 
an important technical advance _ of 
considerable economic significance in relation 
to the invention for which the patent 
concerned was granted is prevented or 
hindered, or 


(11) the establishment or development of com- 
mercial or industrial activities in the United 
Kingdom is unfairly prejudiced; 


that by reason of conditions imposed by the 
proprietor of the patent concerned on the grant of 
licences under the patent, or on the disposal or use 
of the patented product or on the use of the 
patented process, the manufacture, use or disposal 
of materials not protected by the patent, or the 
establishment or development of commercial or 
industrial activities in the United Kingdom, is 
unfairly prejudiced. 


(2) 


(3) 


(4) 


(5) 


APPENDIX - II 317 


No order or entry shall be made under section 48 above 
in respect of a patent whose proprietor is a WIO 
proprietor unless— 


(a) the applicant has made efforts to obtain a licence 
from the proprietor on reasonable commercial 
terms and conditions; and 


(b) his efforts have not been successful within a 
reasonable period. 


No order or entry shall be so made if the patented 
invention is in the field of semi-conductor technology. 


No order or entry shall be made under section 48 
above in respect of a patent on the ground mentioned 
in subsection (1)(b)(1) above unless the comptroller is 
satisfied that the proprietor of the patent for the other 
invention is able and willing to grant the proprietor of 
the patent concerned and his licensees a licence under 
the patent for the other invention on _ reasonable 
terms. 


A licence granted in pursuance of an order or entry so 


made shall not be assigned except to a person to whom 
the patent for the other invention is also assigned. 


eee ee wee eee 


Section 48(1)(b) : 
“(1) At any time after the expiration of three years, or of 


such other period as may be prescribed, from the date 
of the grant of a patent, any person may apply to the 
comptroller on one or more of the relevant grounds— 


; 


(b) for an entry to be made in the register to the effect 
that licences under the patent are to be available as 
of right;” 
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U.S. STATUTE - 28 USC 1498 


“(a) Whenever an invention described in and covered by a 


patent of the United States is used or manufactured by 
or for the United States without license of the owner 
thereof or lawful right to use or manufacture the same, 
the owner’s remedy shall be by action against the 
United States in the United States Court of Federal 
Claims for the recovery of his reasonable and entire 
compensation for such use and manufacture. 


Reasonable and entire compensation shall include the 
owner’s reasonable costs, including reasonable fees for 
expert witnesses and attorneys, in pursuing the action if 
the owner is an independent inventor, a nonprofit 
organization, or an entity that had no more than 500 
employees at any time during the 5-year period 
preceding the use or manufacture of the patented 
invention by or for the United States. 


Notwithstanding (FOOTNOTE 1) the preceding 
sentences, unless the action has been pending for 
more than 10 years from the time of filing to the time 
that the owner applies for such costs and fees, 
reasonable and entire compensation shall not include 
such costs and fees if the court finds that the position 
of the United States was substantially justified or that 
special circumstances make an = award unjust. 
(FOOTNOTE 1) So in original. Probably should be 
’ Notwithstanding”. 


For the purposes of this section, the use or manufacture 
of an invention described in and covered by a patent of 
the United States by a contractor, a subcontractor, or 
any person, firm, or corporation for the Government 
and with the authorization or consent of the 
Government, shall be construed as use or manufacture 
for the United States. 


(b) 
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The court shall not award compensation under this 
section if the claim is based on the use or Manufacture 
by or for the United States of any article owned, leased, 
used by, or in the possession of the United States prior 
to July 1, 1918. 


A Government employee shall have the right to bring suit 
against the Government under this section except where 
he was in a position to order, influence, or induce use of 
the invention by the Government. This section shall not 
confer a right of action on any patentee or any assignee 
of such patentee with respect to any invention discovered 
or invented by a person while in the employment or 
service of the United States, where the invention was 
related to the official functions of the employee, in cases 
in which such functions included research and 
development, or in the making of which Government 
time, materials of facilities were used. 


Hereafter, whenever the copyright in any work 
protected under the copyright laws of the United 
States shall be infringed by the United States, by a 
corporation owned or controlled by the United 
States, or by a contractor, subcontractor, or any 
person, firm, or corporation acting for the 
Government and with the authorization or consent 
of the Government, the exclusive action which may 
be brought for such infringement shall be an 
action by the copyright owner against the United 
States in the Court of Federal Claims for the 
recovery of his reasonable and entire compensation 
as damages for such infringement, including the 
minimum statutory damages as set forth in section 
504(c) of title 17, United States Code: 


Provided, That a Government employee shall have 
a right of action against the Government under 
this subsection except where he was in a_ position 
to order, influence, or induce use of the 
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copyrighted work by the Government: Provided, 
however, That this subsection shall not confer a 
right of action on any copyright owner or any 
assignee of such owner with respect to any 
copyrighted work prepared by a person while in 
the employment or service of the United States, 
where the copyrighted work was prepared as a part 
of the official functions of the employee, or in the 
preparation of which Government time, material, or 
facilities were used: And provided further, That 
before such action against the United States has 
been instituted the appropriate corporation owned 
or controlled by the United States or the head of 
the appropriate department or agency of the 
Government, as the case may be, is authorized to 
enter into an agreement with the copyright owner 
in full settlement and compromise for the damages 
accruing to him by reason of such infringement 
and to settle the claim administratively out of 
available appropriations. 


Except as otherwise provided by law, no_ recovery 
shall be had for any infringement of a copyright 
covered by this subsection committed more than 
three years prior to the filing of the complaint or 
counterclaim for infringement in the action, except 
that the period between the date of receipt of a 
written claim for compensation by the Department or 
agency of the Government or Corporation owned or 
controlled by the United States, as the case may be, 
having authority to settle such claim and the date of 
mailing by the Government of a notice to the 
claimant that his claim has been denied shall not be 
counted as a part of the three years, unless suit is 
brought before the last-mentioned date. 


The provisions of this section shall not apply to any 
claim arising in a foreign country. 


(d) 


(e) 
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Hereafter, whenever a plant variety protected by a 
certificate of plant variety protection under the laws of 
the United States shall be infringed by the United 
States, by a corporation owned or controlled by the 
United States, or by a contractor, subcontractor, or any 
person, firm, or corporation acting for the Government, 
and with authorization and consent of the Government, 
the exclusive remedy of the owner of such certificate 
shall be by action against the United States in the court 
of Federal Claims for the recovery of his reasonable and 
entire compensation as damages for such infringement: 


Provided, That a Government employee shall have a 
right of action against the Government under this 
subsection except where he was in a position to order, 
influence, or induce use of the protected plant variety by 
the Government: Provided, however, That this 
subsection shall not confer a right of action on any 
certificate Owner or any assignee of such owner with 
respect to any protected plant variety made by a person 
while in the employment or service of the United States, 
where such variety was prepared as a part of the official 
functions of the employee, or in the preparation of which 
Government time, material, or facilities were used: And 
provided further, That before such action against the 
United States has been instituted, the appropriate 
corporation owned or controlled by the United States or 
the head of the appropriate agency of the Government, 
as the case may be, is authorized to enter into an 
agreement with the certificate owner in full settlement 
and compromise, for the damages accrued to him by 
reason of such infringement and to settle the claim 
administratively out of available appropriations. 


Subsections (b) and (c) of this section apply to exclusive 
rights in mask works under chapter 9 of title 17, and to 
exclusive rights in designs under chapter 13 of title 17, to 
the same extent as such subsections apply to copyrights.” 
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Established Usage of “Compulsory 
Licence” and “Use” 


There has been the established usage of these expressions 
“compulsory licence” and “use”, as can be noted from the 
following references: 


iF 


Indian Patent Act 1970 - 
Section 70 — Power to grant licences. 
Chapter XVI -— Compulsory licence. 


Chapter XVII -— “Use” for Government purposes; 
(Section 99 defines “use” etc.) 


Indian Patent Act 1911 - 
Section 21(2) -— “Use” by Government. 


Section 22 — Compulsory licence. 


U.K. Act of 1883 - 
Section 22 — “Compulsory licences”. 


Section 27 — “Crown use”. 


U.K. Act of 1902 - (Amending Act) 


Amendment of Section 22 relates only to compulsory 
licences. 
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U.K. Act of 1907 - 


Section 24 


Section 27 


Section 29 


Section 38A 


Licences (contractual). 


“Compulsory licence” for prevention 
of abuses. 


Rights of Crown to “use” patented 
invention. 


Licence to use invention for puroses 
of preparation of Food products, 
medicines etc. 


U.K. Act of 1949 - 


Section 37 


Section 40 


Section 41 


Section 45 


Section 46 


Section 47 


Section 49 


“Compulsory licences” 


Endorsement of “licence of rights” on 
application by Crown. 


Licences of right in respect of foods 
and medicines. 


Order for grant of licence to be 
effective “as if it were a “deed” 
executed by the patentee of all 
necessary parties granting a licence in 
accordance with the order. 


Licence of right endorsement as per 
Sections 37 to 40 to have the same 
effect as licence of right under 
Section 35. 


“Use” for services of Crown. 


Rights of third parties in respect of 
“Crown Use”. 


Special provisions for “Crown Use” 
during emergency. 
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U.K. Act of 1977 - 
Sections 45/46 — Contractual “licences”. 


Section 48 — “Compulsory licences” 


Section 5] - Crown may make application for 
modification of “licences”. 


Section 53 - Compulsory licences : Supplementary 
provisions. 

Section 55 — “Use” for services of Crown. 

Section 55(2) - The word “use” to be construed as 
per Sections 56 to 58. 

Section 56(2) — “Use” for the services of Crown. 

Section 57 — Rights of third parties in respect of 
“Crown Use”. 

U.S. Statute - 


28 USC — Section 1498 and other such laws, refers to 
“state use” of patented invention as “use” without 
licence of the owner, and in contrast, the Patent Law 35 
USC refers to licensing of federally funded inventions. 


Laws of other countries (Illustrative not exhaustive). 
Similar usages of these expressions are also to be found 
in — 
Brazilian law (1996) — Articles 61, 68 & 75: 
Argentine Law (1996) — Article 42 etc.: 


Australian Law - Section 133 and 163 (exploitation 
by the State); 


Pakistan Law — Sections 21 & 22: 
Israel Law — Articles 104 & 116. 
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7 Boke has ne aie to a oe of living adequate for the 
ewe wid well- ag a of ‘ipnaets le his family including food, 


: Nye to hel pee this is a wah priority for the World 
~ Health Organization. Our longstanding aim is to help ensure equity 
_ of access to essential drugs, national use, and quality. This is simply 
_ part of the fundamental right to health care. Our work in WHO is 
- built on this premise.” 


oo “First, patent protection is a necessary and effective incentive for 
- research and development for needed new drugs. Essential drugs 
are a public good and not simply just another commodity. Patents 
must therefore be managed in an impartial way to benefit both the 
patent holders and the public.” 


 “Protectionism has never benefited public health. WHO supports 

- governments to enact national legislation which can draw 

advantage from more open trade incorporating the safeguards that 

have been built into the WTO TRIPS agreement to protect the rights 
of the age 


_ Dr. Gro Harlem Brundtland, 
es Director-General, World Health Organisation 


= Patents for Future’ offers rationale, legal basis, and 
_ possible options, for compulsory licences and public interest 
safeguards, for adoption by developing nations desiring to 
adapt their patent laws for TRIPS compliance. These are 
based on study of post-TRIPS patent laws of developed 
nations, authoritative references, and established rules of 
‘ international law. 
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